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Presidential Documents

Title 3—

The President

Proclamation 7884 of April 5, 2005

Cancer Control Month, 2005

By the President of the United States of America

A Proclamation

We are making great gains in the fight against cancer. Advances in prevention,
early detection, and treatment are reducing cancer rates and increasing the
likelihood of survival. Despite this progress, cancer remains the second
leading cause of death in America. During Cancer Control Month, we con-
tinue to work to learn more about cancer prevention and detection, promote
efforts to find better treatments and a cure, and support cancer patients,
survivors, and their families.

A healthy lifestyle can lower the risk of developing certain types of cancer.
This year, the Department of Health and Human Services released new
Dietary Guidelines for Americans 2005, which emphasize reducing caloric
intake, eating healthy foods, and increasing physical activity. I encourage
all Americans to follow these guidelines, to use sunscreen and limit exposure
to the sun, and to avoid tobacco and alcohol abuse. I also urge citizens
to talk with their doctors about their cancer risk and to get regular check-
ups and preventive screenings. Detecting cancer early increases survival
rates and saves lives.

There are nearly 9.8 million cancer survivors in the United States today
because of advances in health care. Aggressive funding will lead scientists
to earlier diagnoses and improved treatments for lung, colorectal, and other
cancers. My Administration proposed more than $5.6 billion for cancer
prevention, treatment, and research through the National Institutes of Health
in my fiscal year 2006 budget. These funds will help scientists learn more
about this devastating disease and offer new hope for countless Americans
and their families.

As we observe this month, we honor cancer survivors for their inspiring
examples of courage, steadfast strength, and willingness to share their stories
and experiences with others. We recognize the families, friends, and loved
ones who support and encourage those living with cancer. And we remain
grateful to our scientists and medical professionals, who make America’s
health care system the best in the world. Together, we can help all our
citizens live healthier, longer lives.

In 1938, the Congress of the United States passed a joint resolution (52
Stat. 148; 36 U.S.C. 103) as amended, requesting the President to issue
an annual proclamation declaring April as “Cancer Control Month.”

NOW, THEREFORE, I, GEORGE W. BUSH, President of the United States
of America, do hereby proclaim April 2005 as Cancer Control Month. I
encourage citizens, government agencies, private businesses, nonprofit organi-
zations, and other interested groups to join in activities that raise awareness
about how all Americans can prevent and control cancer.
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IN WITNESS WHEREOF, I have hereunto set my hand this fifth day of
April, in the year of our Lord two thousand five, and of the Independence
of the United States of America the two hundred and twenty-ninth.

~ /

[FR Doc. 05-7261
Filed 4-7-05; 8:45 am]
Billing code 3195-01-P
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This section of the FEDERAL REGISTER
contains regulatory documents having general
applicability and legal effect, most of which
are keyed to and codified in the Code of
Federal Regulations, which is published under
50 titles pursuant to 44 U.S.C. 1510.

The Code of Federal Regulations is sold by
the Superintendent of Documents. Prices of
new books are listed in the first FEDERAL
REGISTER issue of each week.

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. FAA-2005-20514; Directorate
Identifier 2005-CE-08—-AD; Amendment 39—
14025; AD 2005-07-01]

RIN 2120-AA64
Airworthiness Directives; the Cessna

Aircraft Company Models 208 and
208B Airplanes

AGENCY: Federal Aviation
Administration (FAA), DOT.

ACTION: Final rule; correction.

SUMMARY: This document makes a
correction to Airworthiness Directive
(AD) 2005—07-01, which was published
in the Federal Register on March 25,
2005 (70 FR 15223), and applies to all
the Cessna Aircraft Company (Cessna)
Models 208 and 208B airplanes. We
incorrectly referenced the affected
airplane models as C208 and C208B
throughout the document. The correct
airplane models are 208 and 208B. This
action corrects the regulatory text.
DATES: The effective date of this AD
remains March 29, 2005.

FOR FURTHER INFORMATION CONTACT: Paul
Pellicano, Aerospace Engineer (Icing),
FAA, Small Airplane Directorate, c/o
Atlanta Aircraft Certification Office
(ACO, One Crown Center, 1985 Phoenix
Boulevard, Suite 450, Atlanta, GA
30349; telephone: (770) 703-6064;
facsimile: (770) 703-6097.

SUPPLEMENTARY INFORMATION:

Discussion

On March 21, 2005, FAA issued AD
2005—-07-01, Amendment 39-14025 (70
FR 15223, March 25, 2005), which
applies to all the Cessna Models 208
and 208B airplanes.

We incorrectly referenced the affected
airplane models as C208 and C208B

throughout the document. The correct
airplane models are 208 and 208B. This
action corrects the regulatory text.

This AD requires you to incorporate
information into the applicable section
of the Airplane Flight Manual (AFM) to
assure that the pilot has enough
information to prevent loss of control of
the airplane while in-flight during icing
conditions.

Need for the Correction

This correction is needed to ensure
that the affected airplane models
numbers are correct and to eliminate
misunderstanding in the field.

Correction of Publication

m Accordingly, the publication of March
25, 2005 (70 FR 15223), of Amendment
39-14025; AD 2005—-07-01, which was
the subject of FR Doc. 05-5915, is
corrected as follows:

m Starting on page 15223 through page
15227, replace all references to Models
C208 and C208B airplanes with Models
208 and 208B airplanes.

§39.13 [Corrected]

m On page 15225, in § 39.13 [Amended],
in paragraph (c), replace Models C208
and C208B with Models 208 and 208B.

m On page 15226, in § 39.13 [Amended],
in paragraph (e)(1), replace Model C208
airplanes and Model C208B airplanes
with Model 208 airplanes and Model
208B airplanes.

m On page 15226, in § 39.13 [Amended],
in paragraphs (e)(2) and (e)(3), replace
Model G208 airplanes with Model 208
airplanes.

m On page 15226, in § 39.13 [Amended],
in paragraphs (e)(4) and (e)(5), replace
Model C208B airplanes with Model 208B
airplanes.

m Action is taken herein to correct this
reference in AD 2005-07—-01 and to add
this AD correction to § 39.13 of the
Federal Aviation Regulations (14 CFR
39.13).

The effective date remains March 29,
2005.

Issued in Kansas City, Missouri, on April
1, 2005.
David R. Showers,

Acting Manager, Small Airplane Directorate,
Aircraft Certification Service.

[FR Doc. 05—-7052 Filed 4-7-05; 8:45 am)]
BILLING CODE 4910-13-P

DEPARTMENT OF LABOR

Occupational Safety and Health
Administration

29 CFR Part 1981
RIN 1218-AC12

Procedures for the Handling of
Discrimination Complaints Under
Section 6 of the Pipeline Safety
Improvement Act of 2002

AGENCY: Occupational Safety and Health
Administration, Labor.

ACTION: Final rule.

SUMMARY: This document provides the
final text of regulations governing the
employee protection (“whistleblower”)
provisions of Section 6 of the Pipeline
Safety Improvement Act of 2002
(“Pipeline Safety Act”), enacted into
law December 17, 2002. This rule
establishes procedures and time frames
for the handling of discrimination
complaints under the Pipeline Safety
Act, including procedures and time
frames for employee complaints to the
Occupational Safety and Health
Administration (“OSHA”),
investigations by OSHA, appeals of
OSHA determinations to an
administrative law judge (“ALJ”) for a
hearing de novo, hearings by ALJs,
review of ALJ decisions by the
Administrative Review Board (acting on
behalf of the Secretary) and judicial
review of the Secretary’s final decision.
DATES: This final rule is effective on
April 8, 2005.

FOR FURTHER INFORMATION CONTACT:
Richard E. Fairfax, Director, Directorate
of Enforcement Programs, Occupational
Safety and Health Administration, U.S.
Department of Labor, Room N-3112,
200 Constitution Avenue, NW.,
Washington, DC 20210; telephone (202)
693-2100.

SUPPLEMENTARY INFORMATION:

I. Background

The Pipeline Safety Improvement Act
of 2002 (“Pipeline Safety Act”), Public
Law 107-355, was enacted on December
17, 2002. Section 6 of the Act, codified
at 49 U.S.C. 60129, provides protection
to employees against retaliation by an
employer, defined as a person owning
or operating a pipeline facility or a
contractor or subcontractor of such a
person, because they provided
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information to the employer or the
Federal Government relating to Federal
pipeline safety violations or filed,
testified, or assisted in a proceeding
against the employer relating to any
violation or alleged violation of any
Federal law relating to pipeline safety,
or because they are about to take any of
these actions. These rules establish
procedures for the handling of
whistleblower complaints under the
Pipeline Safety Act.

II. Summary of Statutory Procedures

The Pipeline Safety Act
whistleblower provisions include
procedures that allow a covered
employee to file, within 180 days of the
alleged discrimination, a complaint
with the Secretary of Labor (“the
Secretary’’).! Upon receipt of the
complaint, the Secretary must provide
written notice both to the person or
persons named in the complaint alleged
to have violated the Act (“‘the named
person”) and to the Secretary of
Transportation of the filing of the
complaint, the allegations contained in
the complaint, the substance of the
evidence supporting the complaint, and
the rights afforded the named person
throughout the investigation. The
Secretary must then, within 60 days of
receipt of the complaint, afford the
named person an opportunity to submit
a response and meet with the
investigator to present statements from
witnesses, and conduct an investigation.
However, the Secretary may conduct an
investigation only if the complainant
has made a prima facie showing that the
alleged discriminatory behavior was a
contributing factor in the unfavorable
personnel action alleged in the
complaint and the named person has
not demonstrated, through clear and
convincing evidence, that the employer
would have taken the same unfavorable
personnel action in the absence of that
behavior.

After investigating a complaint, the
Secretary will issue a determination
letter. If, as a result of the investigation,
the Secretary finds there is reasonable
cause to believe that discriminatory
behavior has occurred, the Secretary
must notify the named person of those
findings, along with a preliminary order
which requires the named person to:

1Responsibility for receiving and investigating
these complaints has been delegated to the
Assistant Secretary for OSHA. Secretary’s Order 5—
2002 (67 FR 65008, October 22, 2002); Secretary’s
Order 1-2002 (67 FR 64272, October 17, 2002).
Hearings on determinations by the Assistant
Secretary are conducted by the Office of
Administrative Law Judges, and appeals from
decisions by administrative law judges are decided
by the Administrative Review Board. See
Secretary’s Order 1-2002.

Take affirmative action to abate the
violation, reinstate the complainant to
his or her former position together with
the compensation of that position
(including back pay) and restore the
terms, conditions, and privileges
associated with his or her employment;
and provide compensatory damages to
the complainant, as well as costs and
attorney’s and expert fees reasonably
incurred by the complainant for, or in
connection with, the bringing of the
complaint upon which the order was
issued. The complainant and the named
person then have 60 days after the date
of the Secretary’s notification in which
to file objections to the findings and/or
preliminary order and request a hearing
on the record. The filing of objections
under the Pipeline Safety Act will stay
any remedy in the preliminary order
except for preliminary reinstatement. If
a hearing before an administrative law
judge is not requested within 60 days,
the preliminary order becomes final and
is not subject to judicial review.

If a hearing is held, the Pipeline
Safety Act requires the hearing to be
conducted “expeditiously.” The
Secretary then has 90 days after the
“conclusion of a hearing” in which to
issue a final order, which may provide
appropriate relief or deny the
complaint. Until the Secretary’s final
order is issued, the Secretary, the
complainant, and the named person
may enter into a settlement agreement
which terminates the proceeding. At the
complainant’s request, the Secretary
will assess against the named person a
sum equal to the total amount of all
costs and expenses, including attorney’s
and expert witness fees, reasonably
incurred by the complainant for, or in
connection with, the bringing of the
complaint upon which the Secretary
issued the order. The Secretary also may
award a prevailing employer a
reasonable attorney’s fee, not exceeding
$1,000, if he or she finds that the
complaint is frivolous or has been
brought in bad faith. Within 60 days of
the issuance of the final order, any
person adversely affected or aggrieved
by the Secretary’s final order may file an
appeal with the United States Court of
Appeals for the circuit in which the
violation occurred or the circuit where
the complainant resided on the date of
the violation. Finally, the Pipeline
Safety Act makes persons who violate
these newly created whistleblower
provisions subject to a civil penalty of
up to $1,000. This provision is
administered by the Secretary of
Transportation.

III. Summary and Discussion of
Regulatory Provisions

On April 5, 2004, the Occupational
Safety and Health Administration
published in the Federal Register an
interim final rule promulgating rules
that implemented section 6 of the
Pipeline Safety Improvement Act of
2002 (“Pipeline Safety Act”), Public
Law 107-355, 69 FR 17587—-17595. In
addition to promulgating the interim
final rule, OSHA'’s notice included a
request for public comment on the
interim rules by June 4, 2004.

OSHA did not receive any substantive
comments during the public comment
period. Nor does OSHA believe that
modifications to the interim final rule
are necessary. Accordingly, the interim
final rule published on April 4, 2004,
will be repromulgated as the final rule.

Section 1981.100 Purpose and Scope

This section describes the purpose of
the regulations implementing the
Pipeline Safety Act and provides an
overview of the procedures covered by
these regulations.

Section 1981.101

In addition to general definitions, the
regulations contain the Pipeline Safety
Act definition of “employer,” and the
statutory definitions of “gas pipeline
facility,” “hazardous liquid pipeline
facility,” “person,” and “pipeline
facility” codified in chapter 601 of
subtitle VIII of title 49 of the United
States Code.

Section 1981.102 Obligations and
Prohibited Acts

This section describes the several
categories of whistleblower activity that
are protected under the Act and the type
of conduct that is prohibited in response
to any protected activity. As under the
Energy Reorganization Act (“ERA”) and
the environmental whistleblower
statutes listed at 29 CFR 24.1(a), refusals
to engage in practices made unlawful
under applicable Federal law relating to
the industry in which the employee is
employed are protected activities under
the Act if the employee has identified
the alleged illegality to the employer.
See 49 U.S.C. 60129(a)(1)(B); Timmons
v. Franklin Electric Cooperative, Case
No. 97-141, 1998 WL 917114 (DOL
Adm. Rev. Bd, Dec. 1, 1998); 29 CFR
24.2(c)(2). The employee does not have
to prove that the allegedly illegal
practice actually violated a Federal
pipeline safety law. See Gilbert v.
Federal Mine Safety & Health Review
Comimission, 866 F.2d 1433, 1439 (DC
Cir. 1989). The employee must only
prove that the refusal to work was
properly communicated to the employer

Definitions
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and was based on a reasonable and good
faith belief that engaging in that work
was a practice made unlawful by a
Federal law relating to pipeline safety.
See Liggett Industries, Inc. v. Federal
Mine Safety and Health Review
Commission, 923 F.2d 150, 151 (10th
Cir. 1991); Eltzroth v. Amersham Medi-
Physics, Inc., Case No. 98—-002, 1999 WL
232896 *9 (DOL Adm. Rev. Bd, Apr. 15,
1999).

Section 1981.103 Filing of
Discrimination Complaint

This section explains the
requirements for filing a discrimination
complaint under the Pipeline Safety
Act. To be timely, a complaint must be
filed within 180 days of when the
alleged violation occurs. Under
Delaware State College v. Ricks, 449
U.S. 250, 258 (1980), this is considered
to be when the discriminatory decision
has been both made and communicated
to the complainant. In other words, the
limitations period commences once the
employee is aware or reasonably should
be aware of the employer’s decision.
Equal Employment Opportunity
Commission v. United Parcel Service,
249 F.3d 557, 561-62 (6th Cir. 2001).
Complaints filed under the Act must be
made in writing, but do not needto be
made in any particular form. With the
consent of the employee, complaints
may be made by any person on the
employee’s behalf.

Section 1981.104 Investigation

The Pipeline Safety Act contains the
statutory requirement that a complaint
shall be dismissed if the complaint,
supplemented as appropriate by
interviews with the complainant, fails to
make a prima facie showing that
protected behavior or conduct was a
contributing factor in the unfavorable
personnel action alleged in the
complaint. Also included in this section
is the statutory requirement that an
investigation of the complaint will not
be conducted if the named person
demonstrates by clear and convincing
evidence that it would have taken the
same unfavorable personnel action in
the absence of the complainant’s
protected behavior or conduct,
notwithstanding the prima facie
showing of the complainant. Upon
receipt of a complaint in the
investigating office, the Assistant
Secretary notifies the named person of
these requirements and the right of each
named person to seek attorney’s fees
from an ALJ or the Administrative
Review Board if the named person
alleges that the complaint was frivolous
or brought in bad faith.

Under this section also, the named
person has the opportunity within 20
days of receipt of the complaint to meet
with representatives of OSHA and
present evidence in support of its
position. If, upon investigation, OSHA
has reasonable cause to believe that the
named person has violated the Act and
therefore that an award of preliminary
relief for the complainant is warranted,
OSHA again contacts the named person
with notice of this determination and
provides the substance of the relevant
evidence upon which that
determination is based, consistent with
the requirements of confidentiality of
informants. The named person is
afforded the opportunity, within 10
business days, to provide written
evidence in response to the allegation of
the violation, meet with the
investigators, and present legal and
factual arguments as to why preliminary
relief is not warranted. This section
provides due process procedures in
accordance with the United States
Supreme Court decision under the
Surface Transportation Assistance Act
(“STAA”) in Brock v. Roadway Express,
Inc., 481 U.S. 252 (1987).

Section 1981.105 Issuance of Findings
and Preliminary Orders

This section provides that, on the
basis of information obtained in the
investigation, the Assistant Secretary
will issue a finding whether there is
reasonable cause to believe that the
complaint has merit. If the finding is
that the complaint has merit, the
Assistant Secretary will order
appropriate preliminary relief. The
letter accompanying the findings and
order advises the parties of their right to
file objections to the findings of the
Assistant Secretary and to request a
hearing, and of the right of the named
person to request attorney’s fees from
the ALJ, regardless of whether the
named person has filed objections, if the
named person alleges that the complaint
was frivolous or brought in bad faith. If
no objections are filed within 60 days of
receipt of the findings, the findings and
any preliminary order of the Assistant
Secretary become the final findings and
order of the Secretary. If objections are
timely filed, any order of preliminary
reinstatement will take effect, but the
remaining provisions of the order will
not take effect until administrative
proceedings are completed. Legislative
history under the Pipeline Safety Act
indicates that Congress intended to
assure that the mere filing of an
objection would not automatically stay
the preliminary order, but that an
employer could file a motion for a stay.
148 Cong. Rec. S11068 (Nov. 14, 2002)

(section-by-section analysis). Thus,
§1981.106(b)(1) of this rule provides
that although the portion of the
preliminary order requiring
reinstatement will be effective
immediately upon the named person’s
receipt of the findings and preliminary
order, regardless of any objections to the
order, the named person may file a
motion with the Office of
Administrative Law Judges for a stay of
the Assistant Secretary’s preliminary
order. OSHA believes, however, that a
stay of a preliminary reinstatement
order would be appropriate only in the
exceptional case. In other words, a stay
only would be granted where the named
person can establish the necessary
criteria for equitable injunctive relief,
i.e., irreparable injury, likelihood of
success on the merits, and a balancing
of possible harms to the parties and the
public.

Where the named party establishes
that the complainant would have been
discharged even absent the protected
activity, there would be no reasonable
cause to believe that a violation has
occurred. Therefore, a preliminary
reinstatement order would not be
issued. Furthermore, a preliminary
order of reinstatement would not be an
appropriate remedy where, for example,
the named party establishes that the
complainant is, or has become, a
security risk based upon information
obtained after the complainant’s
discharge in violation of the Pipeline
Safety Act. In McKennon v. Nashville
Banner Publishing Co., 513 U.S. 352,
360—-62 (1995), the Supreme Court
recognized that reinstatement would not
be an appropriate remedy for
discrimination under the Age
Discrimination in Employment Act
where, based upon after-acquired
evidence, the employer would have
terminated the employee upon lawful
grounds. Finally, in appropriate
circumstances, in lieu of preliminary
reinstatement, OSHA may order that the
complainant receive the same pay and
benefits that he received prior to his
termination, but not actually return to
work. Such “economic reinstatement”
frequently is employed in cases arising
under section 105(c) of the Federal Mine
Safety and Health Act of 1977. See, e.g.,
Secretary of Labor on behalf of York v.
BRé&D Enters., Inc., 23 FMSHRC 697,
2001 WL 1806020 **1 (June 26, 2001).
“Economic reinstatement’” also might be
appropriate on those occasions in which
an employer can establish that sufficient
independent grounds exist for staying
an immediate order of preliminary
reinstatement.
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Section 1981.106 Objections to the
Findings and the Preliminary Order

To be effective, objections to the
findings of the Assistant Secretary must
be in writing and must be filed with the
Chief Administrative Law Judge, U.S.
Department of Labor, Washington, DC,
within 60 days of receipt of the findings.
The date of the postmark, facsimile
transmittal, or e-mail communication is
considered the date of the filing; if the
filing of objections is made in person, by
hand-delivery or other means, the date
of receipt is considered the date of the
filing.

The filing of objections is also
considered a request for a hearing before
an ALJ. This section also provides that
a named party seeking attorney’s fees for
the filing of a frivolous complaint or a
complaint brought in bad faith should
initially make its request for such fees
to the Chief Administrative Law Judge.

Section 1981.107

This section adopts the rules of
practice of the Office of Administrative
Law Judges at 29 CFR Part 18, Subpart
A. In order to assist in obtaining full
development of the facts in
whistleblower proceedings, formal rules
of evidence do not apply. The section
specifically provides for consolidation
of hearings if both the complainant and
the named person object to the findings
and/or order of the Assistant Secretary.

Section 1981.108 Role of Federal
Agencies

The ERA and STAA regulations
provide two different models for agency
participation in administrative
proceedings. Under STAA, OSHA
ordinarily prosecutes cases where a
complaint has been found to be
meritorious. Under ERA and the other
environmental whistleblower statutes,
on the other hand, OSHA does not
ordinarily appear as a party in the
proceeding. The Department has found
that in most environmental
whistleblower cases, parties have been
ably represented and OSHA'’s
participation in the administrative
litigation is not a prerequisite for the
protection of the public interest served
by these proceedings. The Department
believes this is likely to be the situation
in cases involving allegations of
retaliation for providing pipeline safety
information. Therefore, this provision
utilizes the approach of the ERA
regulation at 29 CFR 24.6(f)(1). The
Assistant Secretary, at his or her
discretion, may participate as a party or
amicus curiae at any time in the
administrative litigation. For example,
the Assistant Secretary may exercise his

Hearings

or her discretion to prosecute the case
at any stage of the administrative
proceeding; petition for review of a
decision of an administrative law judge,
including a decision based on a
settlement agreement between
complainant and the named person,
regardless of whether the Assistant
Secretary participated before the ALJ; or
participate as amicus curiae before the
ALJ or in the Administrative Review
Board proceeding. We anticipate that
ordinarily the Assistant Secretary will
not participate in Pipeline Safety Act
proceedings, except to approve
settlements as described in 29 CFR
1981.111(d). However, the Assistant
Secretary may choose to do so in
appropriate cases, such as cases
involving important or novel legal
issues, large numbers of employees,
alleged violations which appear
egregious, or where the interests of
justice might require participation by
the Assistant Secretary. The Department
of Transportation, at that agency’s
discretion, also may participate as
amicus curiae at any time in the
proceedings. OSHA believes it is
unlikely that its decision ordinarily not
to prosecute meritorious Pipeline Safety
Act cases will discourage employees
from making complaints about pipeline
safety.

Section 1981.109 Decision of the
Administrative Law Judge

This section sets forth the content of
the decision and order of the
administrative law judge, and includes
the statutory standard for finding a
violation. The section further provides
that the Assistant Secretary’s
determination as to whether to dismiss
the complaint without an investigation
or conduct an investigation pursuant to
§1981.104 is not subject to review by
the AL]J, who hears the case de novo on
the merits.

Section 1981.110 Decision of the
Administrative Review Board

The decision of the ALJ is the final
decision of the Secretary unless a timely
petition for review is filed with the
Administrative Review Board. Appeals
to the Board are not a matter of right,
but rather petitions for review are
accepted at the discretion of the Board.
Upon the issuance of the AL]J’s decision,
the parties have 10 business days within
which to petition the Board for review
of that decision. The parties must
specifically identify the findings and
conclusions to which they take
exception, or the exceptions are deemed
waived by the parties. The Board has 30
days to decide whether to grant the
petition for review. If the Board does not

grant the petition, the decision of the
AL]J becomes the final decision of the
Secretary. If the Board grants the
petition, the Act requires the Board to
issue a decision not later than 90 days
after the date of the conclusion of the
hearing before the AL]J. The conclusion
of the hearing for this purpose is
deemed to be the conclusion of all
proceedings before the administrative
law judge—i.e., 10 days after the date of
the decision of the administrative law
judge unless a motion for
reconsideration has been filed in the
interim. If a timely petition for review
is filed with the Board, any relief
ordered by the ALJ, except for a
preliminary order of reinstatement, is
inoperative while the matter is pending
before the Board. This section further
provides that, when the Board accepts a
petition for review, its review of factual
determinations will be conducted under
the substantial evidence standard. This
standard also is applied to Board review
of ALJ decisions under the
whistleblower provisions of STAA and
the Wendell H. Ford Aviation
Investment and Reform Act for the 21st
Century. See 29 CFR 1978.109(b)(3) and
1979.110(b).

As with §1981.106(b)(1),
§1981.110(b) of this rule provides that
in the exceptional case, the Board may
grant a motion to stay a preliminary
order of reinstatement that otherwise
will be effective while review is
conducted by the Board. As explained
above, however, OSHA believes that a
stay of a preliminary reinstatement
order would only be appropriate where
the named person can establish the
necessary criteria for equitable
injunctive relief, i.e., irreparable injury,
likelihood of success on the merits, and
a balancing of possible harms to the
parties and the public.

Section 1981.111 Withdrawal of
Complaints, Objections, and Findings;
Settlement

This section provides for the
procedures and time periods for
withdrawal of complaints, the
withdrawal of findings by the Assistant
Secretary, and the withdrawal of
objections to findings. It also provides
for approval of settlements at the
investigative and adjudicative stages of
the case.

Section 1981.112 Judicial Review

This section describes the statutory
provisions for judicial review of
decisions of the Secretary and requires,
in cases where judicial review is sought,
the Administrative Review Board to
submit the record of proceedings to the
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appropriate court pursuant to the rules
of such court.

Section 1981.113 Judicial Enforcement

This section describes the Secretary’s
power under the statute to obtain
judicial enforcement of orders and the
terms of a settlement agreement. It also
provides for enforcement of orders of
the Secretary by the person on whose
behalf the order was issued.

Section 1981.114 Special
Circumstances; Waiver of Rules

This section provides that in
circumstances not contemplated by
these rules or for good cause the
Secretary may, upon application and
notice to the parties, waive any rule as
justice or the administration of the Act
requires.

IV. Paperwork Reduction Act

This rule contains a reporting
provision (filing a discrimination
complaint, § 1981.103) which was
previously reviewed and approved for
use by the Office of Management and
Budget (“OMB”) under 29 CFR 24.3 and
assigned OMB control number 1218-
0236 under the provisions of the
Paperwork Reduction Act of 1995 (Pub.
L. 104-13).

V. Administrative Procedure Act

This rule is a rule of agency procedure
and practice within the meaning of
Section 553 of the Administrative
Procedure Act (“APA”’), 5 U.S.C.
553(b)(A). Therefore, publication in the
Federal Register of a notice of proposed
rulemaking and request for comments
was not required for these regulations,
which provide procedures for the
handling of discrimination complaints.
Although this rule was not subject to the
notice and comment procedures of the
APA, the Assistant Secretary provided
the public with an opportunity to
submit comments on the interim rule.
No substantive comments on the rule
were received.

Furthermore, because this rule is
procedural rather than substantive, the
normal requirement of 5 U.S.C. 553(d)
that a rule be effective 30 days after
publication in the Federal Register is
inapplicable. The Assistant Secretary
also finds good cause to provide an
immediate effective date for this final
rule. It is unnecessary to delay the
effective date of the final rule because
no changes have been made to the
interim final rule, which already has
been in effect since April 5, 2004.

VI. Executive Order 12866; Unfunded
Mandates Reform Act of 1995; Small
Business Regulatory Enforcement
Fairness Act of 1996; Executive Order
13132

The Department has concluded that
this rule should be treated as a
“significant regulatory action” within
the meaning of Section 3(f)(4) of
Executive Order 12866 because the
Pipeline Safety whistleblower provision
is a new program and because of the
importance to the Department of
Transportation’s pipeline safety
program that “whistleblowers” be
protected from retaliation. Executive
Order 12866 requires a full economic
impact analysis only for “economically
significant” rules, which are defined in
Section 3(f)(1) as rules that may “have
an annual effect on the economy of $100
million or more, or adversely affect in
a material way the economy,
productivity, competition, jobs, the
environment, public health or safety, or
State, local, or tribal governments or
communities.” Because the rule is
procedural in nature, it is not expected
to have a significant economic impact;
therefore no economic impact analysis
has been prepared. For the same reason,
the rule does not require a Section 202
statement under the Unfunded
Mandates Reform Act of 1995 (2 U.S.C.
1531 et seq.). Furthermore, because this
is a rule of agency procedure or practice,
it is not a “rule” within the meaning of
the Small Business Regulatory
Enforcement Fairness Act of 1996 (5
U.S.C. 804(3)(C)), and does not require
Congressional review. Finally, this rule
does not have “federalism
implications.” The rule does not have
“substantial direct effects on the States,
on the relationship between the national
government and the States, or on the
distribution of power and
responsibilities among the various
levels of government” and therefore is
not subject to Executive Order 13132
(Federalism).

VII. Regulatory Flexibility Analysis

The Department has determined that
the regulation will not have a significant
economic impact on a substantial
number of small entities. The regulation
simply implements procedures
necessitated by enactment of the
Pipeline Safety Act, in order to allow
resolution of whistleblower complaints.
Furthermore, no certification to this
effect is required and no regulatory
flexibility analysis is required because
no proposed rule has been issued.

Document Preparation: This
document was prepared under the
direction and control of the Acting

Assistant Secretary, Occupational Safety
and Health Administration, U.S.
Department of Labor.

List of Subjects in 29 CFR Part 1981

Administrative practice and
procedure, Employment, Investigations,
Pipelines, Pipeline safety, Reporting and
Record keeping requirements, Safety,
Transportation, Whistleblowing.

Signed at Washington, DC this 30th day of
March, 2005.

Jonathan L. Snare,

Acting Assistant Secretary for Occupational
Safety and Health.

m Accordingly, for the reasons set out in
the preamble, 29 CFR part 1981, which
was published as an interim rule at 69 FR
17587, April 5, 2004, is adopted as final
and republished without change as
follows:

PART 1981-PROCEDURES FOR THE
HANDLING OF DISCRIMINATION
COMPLAINTS UNDER SECTION 6 OF
THE PIPELINE SAFETY
IMPROVEMENT ACT OF 2002

Subpart A—Complaints, Investigations,
Findings and Preliminary Orders
Sec.

1981.100
1981.101

Purpose and scope.

Definitions.

1981.102 Obligations and prohibited acts.

1981.103 Filing of discrimination
complaint.

1981.104 Investigation.

1981.105 Issuance of findings and
preliminary orders.

Subpart B—Litigation

1981.106 Objections to the findings and the
preliminary order and request for a
hearing.

1981.107 Hearings.

1981.108 Role of Federal agencies.

1981.109 Decision and orders of the
administrative law judge.

1981.110 Decision and orders of the
Administrative Review Board.

Subpart C—Miscellaneous Provisions

1981.111 Withdrawal of complaints,
objections, and findings; settlement.

1981.112 Judicial review.

1981.113 Judicial enforcement.

1981.114 Special circumstances; waiver of
rules.

Authority: 49 U.S.C. 60129; Secretary of
Labor’s Order 5-2002, 67 FR 65008 (October
22, 2002).

Subpart A—Complaints,
Investigations, Findings and
Preliminary Orders

§1981.100 Purpose and scope.

(a) This part implements procedures
under section 6 of the Pipeline Safety
Improvement Act of 2002, 49 U.S.C.
60129 (“the Pipeline Safety Act”),
which provides for employee protection
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from discrimination by a person owning
or operating a pipeline facility or a
contractor or subcontractor of such
person because the employee has
engaged in protected activity pertaining
to a violation or alleged violation of any
order, regulation, or standard under
chapter 601, subtitle VIII of title 49 of
the United States Code or any other
provision of Federal law relating to
pipeline safety.

(b) This part establishes procedures
pursuant to the Pipeline Safety Act for
the expeditious handling of
discrimination complaints made by
employees, or by persons acting on their
behalf. These rules, together with those
rules codified at 29 CFR part 18, set
forth the procedures for submission of
complaints under the Pipeline Safety
Act, investigations, issuance of findings
and preliminary orders, objections to
findings and orders, litigation before
administrative law judges, post-hearing
administrative review, and withdrawals
and settlements.

§1981.101

Act or Pipeline Safety Act means
section 6 of the Pipeline Safety
Improvement Act of 2002, Public Law
107-355, December 17, 2002, 49 U.S.C.
60129.

Assistant Secretary means the
Assistant Secretary of Labor for
Occupational Safety and Health or the
person or persons to whom he or she
delegates authority under the Act.

Complainant means the employee
who filed a complaint under the Act or
on whose behalf a complaint was filed.

Employee means an individual
presently or formerly working for a
person owning or operating a pipeline
facility or a contractor or subcontractor
of such a person, an individual applying
to work for a person owning or
operating a pipeline facility or a
contractor or subcontractor of such a
person, or an individual whose
employment could be affected by a
person owning or operating a pipeline
facility or a contractor or subcontractor
of such a person.

Employer means a person owning or
operating a pipeline facility or a
contractor or subcontractor of such a
person.

Gas pipeline facility includes a
pipeline, a right of way, a facility, a
building, or equipment used in
transporting gas or treating gas during
its transportation.

Hazardous liquid pipeline facility
includes a pipeline, a right of way, a
facility, a building, or equipment used
or intended to be used in transporting
hazardous liquid.

Definitions.

Named person means the person
alleged to have violated the Act.

OSHA means the Occupational Safety
and Health Administration of the
United States Department of Labor.

Person means a corporation,
company, association, firm, partnership,
joint stock company, an individual, a
State, a municipality, and a trustee,
receiver, assignee, or personal
representative of a person.

Pipeline facility means a gas pipeline
facility and a hazardous liquid pipeline
facility.

Secretary means the Secretary of
Labor or persons to whom authority
under the Act has been delegated.

§1981.102 Obligations and prohibited
acts.

(a) No employer may discharge any
employee or otherwise discriminate
against any employee with respect to
the employee’s compensation, terms,
conditions, or privileges of employment
because the employee, or any person
acting pursuant to the employee’s
request, engaged in any of the activities
specified in paragraphs (b)(1) through
(5) of this section.

(b) It is a violation of the Act for any
employer to intimidate, threaten,
restrain, coerce, blacklist, discharge or
in any other manner discriminate
against any employee because the
employee has:

(1) Provided, caused to be provided,
or is about to provide or cause to be
provided to the employer or the Federal
Government, information relating to any
violation or alleged violation of any
order, regulation, or standard under
chapter 601, subtitle VIII of title 49 of
the United States Code or any other
Federal law relating to pipeline safety;

(2) Refused to engage in any practice
made unlawful by chapter 601, in
subtitle VIII of title 49 of the United
States Code or any other Federal law
relating to pipeline safety, if the
employee has identified the alleged
illegality to the employer;

(3) Provided, caused to be provided,
or is about to provide or cause to be
provided, testimony before Congress or
at any Federal or State proceeding
regarding any provision (or proposed
provision) of chapter 601, subtitle VIII
of title 49 of the United States Code or
any other Federal law relating to
pipeline safety, or testimony in any
proceeding under chapter 601, subtitle
VIII of title 49 of the United States Code
or any other Federal law relating to
pipeline safety, or a proceeding for the
administration or enforcement of any
requirement imposed under chapter
601, subtitle VIII of title 49 of the United

States Code or any other Federal law
relating to pipeline safety;

(4) Commenced, caused to be
commenced, or is about to commence or
cause to be commenced a proceeding
under chapter 601, subtitle VIII of title
49 of the United States Code or any
other Federal law relating to pipeline
safety, or a proceeding for the
administration or enforcement of any
requirement imposed under chapter
601, subtitle VIII of title 49 of the United
States Code or any other Federal law
relating to pipeline safety; or

(5) Assisted or participated or is about
to assist or participate in any manner in
such a proceeding or in any other action
to carry out the purposes of chapter 601,
subtitle VIII of title 49 of the United
States Code or any other Federal law
relating to pipeline safety.

(c) This part shall have no application
to any employee of an employer who,
acting without direction from the
employer (or such employer’s agent),
deliberately causes a violation of any
requirement relating to pipeline safety
under chapter 601, subtitle VIII of title
49 of the United States Code or any
other Federal law.

§1981.103 Filing of discrimination
complaint.

(a) Who may file. An employee who
believes that he or she has been
discriminated against by an employer in
violation of the Act may file, or have
filed by any person on the employee’s
behalf, a complaint alleging such
discrimination.

(b) Nature of filing. No particular form
of complaint is required, except that a
complaint must be in writing and
should include a full statement of the
acts and omissions, with pertinent
dates, which are believed to constitute
the violations.

(c) Place of filing. The complaint
should be filed with the OSHA Area
Director responsible for enforcement
activities in the geographical area where
the employee resides or was employed,
but may be filed with any OSHA officer
or employee. Addresses and telephone
numbers for these officials are set forth
in local directories and at the following
Internet address: http://www.osha.gov.

(d) Time for filing. Within 180 days
after an alleged violation of the Act
occurs (i.e., when the discriminatory
decision has been both made and
communicated to the complainant), an
employee who believes that he or she
has been discriminated against in
violation of the Act may file, or have
filed by any person on the employee’s
behalf, a complaint alleging such
discrimination. The date of the
postmark, facsimile transmittal, or e-
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mail communication will be considered
to be the date of filing; if the complaint
is filed in person, by hand-delivery or
other means, the complaint is filed upon
receipt.

(e) Relationship to section 11(c)
complaints. A complaint filed under the
Pipeline Safety Act that alleges facts
which would constitute a violation of
section 11(c) of the Occupational Safety
and Health Act, 29 U.S.C. 660(c), will be
deemed to be a complaint filed under
both the Pipeline Safety Act and section
11(c). Similarly, a complaint filed under
section 11(c) that alleges facts that
would constitute a violation of the
Pipeline Safety Act will be deemed to be
a complaint filed under both the
Pipeline Safety Act and section 11(c).
Normal procedures and timeliness
requirements for investigations under
the respective laws and regulations will
be followed.

§1981.104 Investigation.

(a) Upon receipt of a complaint in the
investigating office, the Assistant
Secretary will notify the named person
of the filing of the complaint, of the
allegations contained in the complaint,
and of the substance of the evidence
supporting the complaint (redacted to
protect the identity of any confidential
informants). The Assistant Secretary
will also notify the named person of his
or her rights under paragraphs (b) and
(c) of this section and paragraph (e) of
§1981.110. A copy of the notice to the
named person will also be provided to
the Department of Transportation.

(b) A complaint of alleged violation
shall be dismissed unless the
complainant has made a prima facie
showing that protected behavior or
conduct was a contributing factor in the
unfavorable personnel action alleged in
the complaint.

(1) The complaint, supplemented as
appropriate by interviews of the
complainant, must allege the existence
of facts and evidence to make a prima
facie showing as follows:

(i) The employee engaged in a
protected activity or conduct;

(ii) The named person knew or
suspected, actually or constructively,
that the employee engaged in the
protected activity;

(iii) The employee suffered an
unfavorable personnel action; and

(iv) The circumstances were sufficient
to raise the inference that the protected
activity was a contributing factor in the
unfavorable action.

(2) For purposes of determining
whether to investigate, the complainant
will be considered to have met the
required burden if the complaint on its
face, supplemented as appropriate

through interviews of the complainant,
alleges the existence of facts and either
direct or circumstantial evidence to
meet the required showing, i.e., to give
rise to an inference that the named
person knew or suspected that the
employee engaged in protected activity
and that the protected activity was a
contributing factor in the unfavorable
personnel action. Normally the burden
is satisfied, for example, if the
complaint shows that the adverse
personnel action took place shortly after
the protected activity, giving rise to the
inference that it was a factor in the
adverse action. If the required showing
has not been made, the complainant
will be so advised and the investigation
will not commence.

(c) Notwithstanding a finding that a
complainant has made a prima facie
showing, as required by this section, an
investigation of the complaint shall not
be conducted if the named person,
pursuant to the procedures provided in
this paragraph, demonstrates by clear
and convincing evidence that it would
have taken the same unfavorable
personnel action in the absence of the
complainant’s protected behavior or
conduct. Within 20 days of receipt of
the notice of the filing of the complaint,
the named person may submit to the
Assistant Secretary a written statement
and any affidavits or documents
substantiating his or her position.
Within the same 20 days, the named
person may request a meeting with the
Assistant Secretary to present his or her
position.

(d) If the named person fails to
demonstrate by clear and convincing
evidence that it would have taken the
same unfavorable personnel action in
the absence of the behavior protected by
the Act, the Assistant Secretary will
conduct an investigation. Investigations
will be conducted in a manner that
protects the confidentiality of any
person who provides information on a
confidential basis, other than the
complainant, in accordance with part 70
of title 29 of the Code of Federal
Regulations.

(e) Prior to the issuance of findings
and a preliminary order as provided for
in § 1981.105, if the Assistant Secretary
has reasonable cause, on the basis of
information gathered under the
procedures of this part, to believe that
the named person has violated the Act
and that preliminary reinstatement is
warranted, the Assistant Secretary will
again contact the named person to give
notice of the substance of the relevant
evidence supporting the complainant’s
allegations as developed during the
course of the investigation. This
evidence includes any witness

statements, which will be redacted to
protect the identity of confidential
informants where statements were given
in confidence; if the statements cannot
be redacted without revealing the
identity of confidential informants,
summaries of their contents will be
provided. The named person will be
given the opportunity to submit a
written response, to meet with the
investigators to present statements from
witnesses in support of his or her
position, and to present legal and
factual arguments. The named person
will present this evidence within 10
business days of the Assistant
Secretary’s notification pursuant to this
paragraph, or as soon afterwards as the
Assistant Secretary and the named
person can agree, if the interests of
justice so require.

§1981.105 Issuance of findings and
preliminary orders.

(a) After considering all the relevant
information collected during the
investigation, the Assistant Secretary
shall issue, within 60 days of filing of
the complaint, written findings as to
whether or not there is reasonable cause
to believe that the named person has
discriminated against the complainant
in violation of the Act.

(1) If the Assistant Secretary
concludes that there is reasonable cause
to believe that a violation has occurred,
he or she shall accompany the findings
with a preliminary order providing
relief to the complainant. The
preliminary order shall include, where
appropriate, a requirement that the
named person abate the violation;
reinstatement of the complainant to his
or her former position, together with the
compensation (including back pay),
terms, conditions and privileges of the
complainant’s employment; and
payment of compensatory damages.
Where the named person establishes
that the complainant is a security risk
(whether or not the information is
obtained after the complainant’s
discharge), a preliminary order of
reinstatement would not be appropriate.
At the complainant’s request the order
shall also assess against the named
person the complainant’s costs and
expenses (including attorney’s and
expert witness fees) reasonably incurred
in connection with the filing of the
complaint.

(2) If the Assistant Secretary
concludes that a violation has not
occurred, the Assistant Secretary will
notify the parties of that finding.

(b) The findings and the preliminary
order will be sent by certified mail,
return receipt requested, to all parties of
record. The letter accompanying the
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findings and order will inform the
parties of their right to file objections
and to request a hearing, and of the right
of the named person to request
attorney’s fees from the administrative
law judge, regardless of whether the
named person has filed objections, if the
named person alleges that the complaint
was frivolous or brought in bad faith.
The letter also will give the address of
the Chief Administrative Law Judge. At
the same time, the Assistant Secretary
will file with the Chief Administrative
Law Judge, U.S. Department of Labor, a
copy of the original complaint and a
copy of the findings and order.

(c) The findings and the preliminary
order will be effective 60 days after
receipt by the named person pursuant to
paragraph (b) of this section, unless an
objection and a request for a hearing has
been filed as provided at § 1981.106.
However, the portion of any preliminary
order requiring reinstatement will be
effective immediately upon receipt of
the findings and preliminary order.

Subpart B—Litigation

§1981.106 Obijections to the findings and
the preliminary order and request for a
hearing.

(a) Any party who desires review,
including judicial review, of the
findings and preliminary order, or a
named person alleging that the
complaint was frivolous or brought in
bad faith who seeks an award of
attorney’s fees, must file any objections
and/or a request for a hearing on the
record within 60 days of receipt of the
findings and preliminary order pursuant
to paragraph (b) of § 1981.105. The
objection or request for attorney’s fees
and request for a hearing must be in
writing and state whether the objection
is to the findings, the preliminary order,
and/or whether there should be an
award of attorney’s fees. The date of the
postmark, facsimile transmittal, or e-
mail communication will be considered
to be the date of filing; if the objection
is filed in person, by hand-delivery or
other means, the objection is filed upon
receipt. Objections must be filed with
the Chief Administrative Law Judge,
U.S. Department of Labor, Washington,
DC 20001 and copies of the objections
must be mailed at the same time to the
other parties of record, the OSHA
official who issued the findings and
order, and the Associate Solicitor,
Division of Fair Labor Standards, U.S.
Department of Labor, Washington, DC
20210.

(b)(1) If a timely objection is filed, all
provisions of the preliminary order will
be stayed, except for the portion
requiring preliminary reinstatement,

which shall not be automatically stayed.
The portion of the preliminary order
requiring reinstatement will be effective
immediately upon the named person’s
receipt of the findings and preliminary
order, regardless of any objections to the
order. The named person may file a
motion with the Office of
Administrative Law Judges for stay of
the Assistant Secretary’s preliminary
order.

(2) If no timely objection is filed with
respect to either the findings or the
preliminary order, the findings or
preliminary order, as the case may be,
shall become the final decision of the
Secretary, not subject to judicial review.

§1981.107 Hearings.

(a) Except as provided in this part,
proceedings will be conducted in
accordance with the rules of practice
and procedure for administrative
hearings before the Office of
Administrative Law Judges, codified at
subpart A, part 18 of title 29 of the Code
of Federal Regulations.

(b) Upon receipt of an objection and
request for hearing, the Chief
Administrative Law Judge will promptly
assign the case to a judge who will
notify the parties, by certified mail, of
the day, time, and place of hearing. The
hearing is to commence expeditiously,
except upon a showing of good cause or
unless otherwise agreed to by the
parties. Hearings will be conducted de
novo, on the record. Administrative law
judges have broad discretion to limit
discovery in order to expedite the
hearing.

(c) If both the complainant and the
named person object to the findings
and/or order, the objections will be
consolidated and a single hearing will
be conducted.

(d) Formal rules of evidence will not
apply, but rules or principles designed
to assure production of the most
probative evidence will be applied. The
administrative law judge may exclude
evidence that is immaterial, irrelevant,
or unduly repetitious.

§1981.108 Role of Federal agencies.

(a)(1) The complainant and the named
person will be parties in every
proceeding. At the Assistant Secretary’s
discretion, the Assistant Secretary may
participate as a party or as amicus
curiae at any time at any stage of the
proceedings. This right to participate
includes, but is not limited to, the right
to petition for review of a decision of an
administrative law judge, including a
decision approving or rejecting a
settlement agreement between the
complainant and the named person.

(2) Copies of pleadings in all cases,
whether or not the Assistant Secretary is
participating in the proceeding, must be
sent to the Assistant Secretary,
Occupational Safety and Health
Administration, and to the Associate
Solicitor, Division of Fair Labor
Standards, U.S. Department of Labor,
Washington, DC 20210.

(b) The Secretary of Transportation
may participate as amicus curiae at any
time in the proceedings, at the Secretary
of Transportation’s discretion. At the
request of the Secretary of
Transportation, copies of all pleadings
in a case must be sent to the Secretary
of Transportation, whether or not the
Secretary of Transportation is
participating in the proceeding.

§1981.109 Decision and orders of the
administrative law judge.

(a) The decision of the administrative
law judge will contain appropriate
findings, conclusions, and an order
pertaining to the remedies provided in
paragraph (b) of this section, as
appropriate. A determination that a
violation has occurred may only be
made if the complainant has
demonstrated that protected behavior or
conduct was a contributing factor in the
unfavorable personnel action alleged in
the complaint. Relief may not be
ordered if the named person
demonstrates by clear and convincing
evidence that it would have taken the
same unfavorable personnel action in
the absence of any protected behavior.
Neither the Assistant Secretary’s
determination to dismiss a complaint
without completing an investigation
pursuant to § 1981.104(b) nor the
Assistant Secretary’s determination to
proceed with an investigation is subject
to review by the administrative law
judge, and a complaint may not be
remanded for the completion of an
investigation or for additional findings
on the basis that a determination to
dismiss was made in error. Rather, if
there otherwise is jurisdiction, the
administrative law judge will hear the
case on the merits.

(b) If the administrative law judge
concludes that the party charged has
violated the law, the order shall direct
the party charged to take appropriate
affirmative action to abate the violation,
including, where appropriate,
reinstatement of the complainant to that
person’s former position, together with
the compensation (including back pay),
terms, conditions, and privileges of that
employment, and compensatory
damages. At the request of the
complainant, the administrative law
judge shall assess against the named
person all costs and expenses (including
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attorney and expert witness fees)
reasonably incurred. If, upon the request
of the named person, the administrative
law judge determines that a complaint
was frivolous or was brought in bad
faith, the judge may award to the named
person a reasonable attorney’s fee, not
exceeding $1,000.

(c) The decision will be served upon
all parties to the proceeding. Any
administrative law judge’s decision
requiring reinstatement or lifting an
order of reinstatement by the Assistant
Secretary will be effective immediately
upon receipt of the decision by the
named person, and will not be stayed by
the filing of a timely petition for review
with the Administrative Review Board.
All other portions of the judge’s order
will be effective 10 business days after
the date of the decision unless a timely
petition for review has been filed with
the Administrative Review Board.

§1981.110 Decision and orders of the
Administrative Review Board.

(a) Any party desiring to seek review,
including judicial review, of a decision
of the administrative law judge, or a
named person alleging that the
complaint was frivolous or brought in
bad faith who seeks an award of
attorney’s fees, must file a written
petition for review with the
Administrative Review Board (‘“‘the
Board”), which has been delegated the
authority to act for the Secretary and
issue final decisions under this part.
The decision of the administrative law
judge will become the final order of the
Secretary unless, pursuant to this
section, a petition for review is timely
filed with the Board. The petition for
review must specifically identify the
findings, conclusions or orders to which
exception is taken. Any exception not
specifically urged ordinarily will be
deemed to have been waived by the
parties. To be effective, a petition must
be filed within 10 business days of the
date of the decision of the
administrative law judge. The date of
the postmark, facsimile transmittal, or e-
mail communication will be considered
to be the date of filing; if the petition is
filed in person, by hand-delivery or
other means, the petition is considered
filed upon receipt. The petition must be
served on all parties and on the Chief
Administrative Law Judge at the time it
is filed with the Board. Copies of the
petition for review and all briefs must
be served on the Assistant Secretary,
Occupational Safety and Health
Administration, and on the Associate
Solicitor, Division of Fair Labor
Standards, U.S. Department of Labor,
Washington, DC 20210.

(b) If a timely petition for review is
filed pursuant to paragraph (a) of this
section, the decision of the
administrative law judge will become
the final order of the Secretary unless
the Board, within 30 days of the filing
of the petition, issues an order notifying
the parties that the case has been
accepted for review. If a case is accepted
for review, the decision of the
administrative law judge will be
inoperative unless and until the Board
issues an order adopting the decision,
except that a preliminary order of
reinstatement will be effective while
review is conducted by the Board,
unless the Board grants a motion to stay
the order. The Board will specify the
terms under which any briefs are to be
filed. The Board will review the factual
determinations of the administrative
law judge under the substantial
evidence standard.

(c) The final decision of the Board
shall be issued within 90 days of the
conclusion of the hearing, which will be
deemed to be the conclusion of all
proceedings before the administrative
law judge—i.e., 10 business days after
the date of the decision of the
administrative law judge unless a
motion for reconsideration has been
filed with the administrative law judge
in the interim. The decision will be
served upon all parties and the Chief
Administrative Law Judge by mail to the
last known address. The final decision
will also be served on the Assistant
Secretary, Occupational Safety and
Health Administration, and on the
Associate Solicitor, Division of Fair
Labor Standards, U.S. Department of
Labor, Washington, DC 20210, even if
the Assistant Secretary is not a party.

(d) If the Board concludes that the
party charged has violated the law, the
final order will order the party charged
to take appropriate affirmative action to
abate the violation, including, where
appropriate, reinstatement of the
complainant to that person’s former
position, together with the
compensation (including back pay),
terms, conditions, and privileges of that
employment, and compensatory
damages. At the request of the
complainant, the Board shall assess
against the named person all costs and
expenses (including attorney’s and
expert witness fees) reasonably
incurred.

(e) If the Board determines that the
named person has not violated the law,
an order will be issued denying the
complaint. If, upon the request of the
named person, the Board determines
that a complaint was frivolous or was
brought in bad faith, the Board may

award to the named person a reasonable
attorney’s fee, not exceeding $1,000.

Subpart C—Miscellaneous Provisions

§1981.111 Withdrawal of complaints,
objections, and findings; settlement.

(a) At any time prior to the filing of
objections to the findings or preliminary
order, a complainant may withdraw his
or her complaint under the Act by filing
a written withdrawal with the Assistant
Secretary. The Assistant Secretary will
then determine whether to approve the
withdrawal. The Assistant Secretary
will notify the named person of the
approval of any withdrawal. If the
complaint is withdrawn because of
settlement, the settlement will be
approved in accordance with paragraph
(d) of this section.

(b) The Assistant Secretary may
withdraw his or her findings or a
preliminary order at any time before the
expiration of the 60-day objection
period described in § 1981.106,
provided that no objection has yet been
filed, and substitute new findings or
preliminary order. The date of the
receipt of the substituted findings or
order will begin a new 60-day objection
period.

(c) At any time before the findings or
order become final, a party may
withdraw his or her objections to the
findings or order by filing a written
withdrawal with the administrative law
judge or, if the case is on review, with
the Board. The judge or the Board, as
the case may be, will determine whether
to approve the withdrawal. If the
objections are withdrawn because of
settlement, the settlement will be
approved in accordance with paragraph
(d) of this section.

(d)(1) Investigative settlements. At any
time after the filing of a complaint, and
before the findings and/or order are
objected to or become a final order by
operation of law, the case may be settled
if the Assistant Secretary, the
complainant and the named person
agree to a settlement.

(2) Adjudicatory settlements. At any
time after the filing of objections to the
Assistant Secretary’s findings and/or
order, the case may be settled if the
participating parties agree to a
settlement and the settlement is
approved by the administrative law
judge if the case is before the judge, or
by the Board if a timely petition for
review has been filed with the Board. A
copy of the settlement will be filed with
the administrative law judge or the
Board, as the case may be.

(e) Any settlement approved by the
Assistant Secretary, the administrative
law judge, or the Board will constitute
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the final order of the Secretary and may
be enforced pursuant to § 1981.113.

§1981.112 Judicial review.

(a) Within 60 days after the issuance
of a final order by the Board (Secretary)
under § 1981.110, any person adversely
affected or aggrieved by the order may
file a petition for review of the order in
the United States Court of Appeals for
the circuit in which the violation
allegedly occurred or the circuit in
which the complainant resided on the
date of the violation. A final order of the
Board is not subject to judicial review
in any criminal or other civil
proceeding.

(b) If a timely petition for review is
filed, the record of a case, including the
record of proceedings before the
administrative law judge, will be
transmitted by the Board to the
appropriate court pursuant to the rules
of the court.

§1981.113 Judicial enforcement.

Whenever any person has failed to
comply with a preliminary order of
reinstatement or a final order or the
terms of a settlement agreement, the
Secretary or a person on whose behalf
the order was issued may file a civil
action seeking enforcement of the order
in the United States district court for the
district in which the violation was
found to have occurred.

§1981.114 Special circumstances; waiver
of rules.

In special circumstances not
contemplated by the provisions of this
part, or for good cause shown, the
administrative law judge or the Board
on review may, upon application, after
three days notice to all parties, waive
any rule or issue any orders that justice
or the administration of the Act
requires.

[FR Doc. 05-6925 Filed 4-7-05; 8:45 am|
BILLING CODE 4510-26-P

DEPARTMENT OF HOMELAND
SECURITY

Coast Guard

33 CFR Part 110
[CGD05-03-036]
RIN 1625-AA01

Anchorage Grounds; Baltimore Harbor
Anchorage Project

AGENCY: Coast Guard, DHS.
ACTION: Final rule.

SUMMARY: The Coast Guard is amending
the geographic coordinates and

modifying the regulated use of the
anchorages in Baltimore Harbor, MD.
This amendment is necessary to ensure
changes in depth and dimension to the
Baltimore Harbor anchorages resulting
from an Army Corps of Engineers
anchorage-deepening project are
reflected in the Federal regulations and
on National Oceanic and Atmospheric
Association charts. The modifications to
the regulated uses of the anchorages
accommodate changes to ships’ drafts
and lengths since the last revision of
this regulation in 1968 and standardize
the anchorage regulations throughout
the Fifth Coast Guard District.

DATES: This rule is effective May 9,
2005.

ADDRESSES: Comments and material
received from the public, as well as
documents indicated in this preamble as
being available in the docket, are part of
docket CGD05-03-036 and are available
for inspection or copying at
Commander, Fifth Coast Guard District
(0oan), 431 Crawford Street, Portsmouth,
VA, 23704-5004 between 9 a.m. and 3
p-m., Monday through Friday, except
Federal holidays.

FOR FURTHER INFORMATION CONTACT:
Lieutenant Junior Grade Timothy
Martin, Fifth Coast Guard District Aids
to Navigation and Waterways
Management Branch, (757) 398-6285.
SUPPLEMENTARY INFORMATION:

Regulatory Information

On July 2, 2003, we published a
notice of proposed rulemaking (NPRM)
entitled Baltimore Harbor Anchorage
Project in the Federal Register (68 FR
39503). We received one phone call
commenting on the NPRM. No public
hearing was requested, and none was
held.

On January 14, 2004 we published a
supplemental notice of proposed
rulemaking (SNPRM) also entitled
Baltimore Harbor Anchorage Project in
the Federal Register (69 FR 2095) to
solicit for comments on updates made to
Anchorage 2. No public hearing was
requested, and none was held.

On October 12, 2004 we published a
supplemental notice of proposed
rulemaking (SNPRM) again entitled
Baltimore Harbor Anchorage Project in
the Federal Register (69 FR 60592) to
better align the anchorages with the
Federal navigation project. No
comments were received on the
SNPRM. No public hearing was
requested, none was held.

Background and Purpose

The U.S. Army Corps of Engineers
received Congressional authorization for
the Baltimore Harbor Anchorage project

in September 2001. Dredging for the
Baltimore Harbor Anchorage was
completed in May 2003. The objective
of this project was to increase the
project depths of Anchorage No. 3 and
No. 4 to 42ft and 35ft respectively.

The original Federal anchorage
project for Baltimore Harbor was
designed to accommodate cargo ships
with maximum drafts of 33ft and
lengths of 550ft. The dimensions of the
anchorages changed to accommodate
the larger ships that call on the Port that
routinely approach 1000ft length overall
with drafts of 36 to 38 feet or more. The
new coordinates established for
Anchorage Nos. 2, 3, and 4, also
accommodate the widening of the
Dundalk West Channel, a north/south
Federal navigation project located
between Anchorage No. 3 and
Anchorage No. 4 and widening of the
Dundalk East Channel bordering
Anchorage No. 4. Anchorage No. 3 was
divided into two sections: Anchorage 3
Lower (2200” x 2200” x 42ft mean lower
low water (MLLW)) and Anchorage 3
Upper (1800” x 1800” x 42ft MLLW).
Anchorage No. 4 was also modified
(1850" x 1800 x 35ft MLLW).

Discussion of Comments and Changes

One comment was received regarding
the new coordinates of the anchorages
in response to the NPRM (68 FR 39503).
Three changes where made based on
that comment. The longitude for the
fourth coordinate in Anchorage 3 Upper
listed as 76° 33'53.6” W was changed to
76° 32’ 53.6” W. In Anchorage 2, the
sixth position incorrectly listed as 39°
14’43.7” N, 76° 2’63.6” W was changed
to 39°14743.7” N, 76° 32’53.6” W. Also
in Anchorage 2, the second coordinate
listed as 39° 14’43.9” N, 76° 32'27.0" W
was excluded.

Two changes were made to the two
northwestern coordinates in Anchorage
2 after the comment period for the
NPRM had expired. Therefore, we
issued a SNPRM to solicit comments.
No comments were received.

Minor changes were made to the
geographic points making up
Anchorages 1, 2, 5, 6 and 7 to aid in the
graphical representations of those
anchorages and better align them with
the Federal navigation project. One
decimal place was added to all
coordinates to better define the
anchorage boundaries. Therefore, we
published a second SNPRM to solicit
comments on the changes. No
comments were received.

Regulatory Evaluation

This rule is not a “significant
regulatory action” under section 3(f) of
Executive Order 12866, Regulatory
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Planning and Review, and does not
require an assessment of potential costs
and benefits under section 6(a)(3) of that
Order. The Office of Management and
Budget has not reviewed it under that
Order. It is not “‘significant” under the
regulatory policies and procedures of
the Department of Homeland Security
(DHS).

The deepening of Anchorage No. 3
and Anchorage No. 4 within the Port of
Baltimore accommodates deep draft
vessels waiting for an open berth. The
Coast Guard does not expect that these
new regulations will adversely impact
maritime commerce.

Small Entities

Under the Regulatory Flexibility Act
(5 U.S.C. 601-612), we have considered
whether this rule would have a
significant economic impact on a
substantial number of small entities.
The term ““small entities” comprises
small businesses, not-for-profit
organizations that are independently
owned and operated and are not
dominant in their fields, and
governmental jurisdictions with
populations of less than 50,000.

The Coast Guard certifies under 5
U.S.C. 605(b) that this rule will not have
a significant economic impact on a
substantial number of small entities.
This rule may affect the following
entities, some of which might be small
entities: the owners or operators of
vessels used for chartering, taxi, ferry
services, or any other marine traffic that
transit this area of Fort McHenry
Channel in Baltimore Harbor. Changes
to Anchorage No. 3 and Anchorage No.
4 may change the vessel routing through
this area of the harbor. Deepening the
anchorages and changing the
coordinates for the anchorages will not
have a significant economic impact on
a substantial number of small entities
for the following reasons. Vessel traffic
can pass safely around the new
anchorage areas. The new coordinates
for the anchorages are a change in
dimension, the size of which will
remain proportional to its current size,
and their location will not interfere with
commercial traffic.

Assistance for Small Entities

Under section 213(a) of the Small
Business Regulatory Enforcement
Fairness Act of 1996 (Pub. L. 104-121),
we offered to assist small entities in
understanding the rule so that they
could better evaluate its effects on them
and participate in the rulemaking
process.

Small businesses may send comments
on the actions of Federal employees
who enforce, or otherwise determine

compliance with, Federal regulations to
the Small Business and Agriculture
Regulatory Enforcement Ombudsman
and the Regional Small Business
Regulatory Fairness Boards. The
Ombudsman evaluates these actions
annually and rates each agency’s
responsiveness to small business. If you
wish to comment on actions by
employees of the Coast Guard, call 1-
888—REG-FAIR (1-888-734—3247).

Collection of Information

This rule calls for no new collection
of information under the Paperwork
Reduction Act of 1995 (44 U.S.C. 3501—
3520).

Federalism

A rule has implications for federalism
under Executive Order 13132,
Federalism, if it has a substantial direct
effect on State or local governments and
would either preempt State law or
impose a substantial direct cost of
compliance on them. We have analyzed
this rule under that Order and have
determined that it does not have
implications for federalism.

Unfunded Mandates Reform Act

The Unfunded Mandates Reform Act
of 1995 (2 U.S.C. 1531-1538) requires
Federal agencies to assess the effects of
their discretionary regulatory actions. In
particular, the Act addresses actions
that may result in the expenditure by a
State, local, or tribal government, in the
aggregate, or by the private sector of
$100,000,000 or more in any one year.
Though this rule will not result in such
an expenditure, we do discuss possible
effects of this rule in the section titled
Small Entities in this preamble.

Taking of Private Property

This rule will not effect a taking of
private property or otherwise have
taking implications under Executive
Order 12630, Governmental Actions and
Interference with Constitutionally
Protected Property Rights.

Civil Justice Reform

This rule meets applicable standards
in sections 3(a) and 3(b)(2) of Executive
Order 12988, Civil Justice Reform to
minimize litigation, eliminate
ambiguity, and reduce burden.

Protection of Children

We have analyzed this rule under
Executive Order 13045, Protection of
Children from Environmental Health
Risks and Safety Risks. This rule is not
an economically significant rule and
does not create an environmental risk to
health or risk to safety that may
disproportionately affect children.

Indian Tribal Governments

This rule does not have tribal
implications under Executive Order
13175, Consultation and Coordination
with Indian Tribal Governments,
because it does not have a substantial
direct effect on one or more Indian
tribes, on the relationship between the
Federal Government and Indian tribes,
or on the distribution of power and
responsibilities between the Federal
Government and Indian tribes.

Energy Effects

We have analyzed this rule under
Executive Order 13211, Actions
Concerning Regulations That
Significantly Affect Energy Supply,
Distribution, or Use. We have
determined that it is not a “significant
energy action” under that order because
it is not a “significant regulatory action”
under Executive Order 12866 and is not
likely to have a significant adverse effect
on the supply, distribution, or use of
energy. The Administrator of the Office
of Information and Regulatory Affairs
has not designated it as a significant
energy action. Therefore, it does not
require a Statement of Energy Effects
under Executive Order 13211.

Technical Standards

The National Technology Transfer
and Advancement Act (NTTAA) (15
U.S.C. 272 note) directs agencies to use
voluntary consensus standards in their
regulatory activities unless the agency
provides Congress, through the Office of
Management and Budget, with an
explanation of why using these
standards would be inconsistent with
applicable law or otherwise impractical.
Voluntary consensus standards are
technical standards (e.g., specifications
of materials, performance, design, or
operation; test methods; sampling
procedures; and related management
systems practices) that are developed or
adopted by voluntary consensus
standards bodies.

This rule does not use technical
standards. Therefore, we did not
consider the use of voluntary consensus
standards.

Environment

We have analyzed this rule under
Commandant Instruction M16475.1D,
which guides the Coast Guard in
complying with the National
Environmental Policy Act of 1969
(NEPA) (42 U.S.C. 4321-4370f), and
have concluded that there are no factors
in this case that would limit the use of
a categorical exclusion under section
2.B.2. of the Instruction. Therefore, this
rule is categorically excluded, under
figure 2—1, paragraph (34)(f), of the
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Instruction, from further environmental
documentation. This rule changes the
size of Anchorage No. 2, Anchorage No.
3 and Anchorage No. 4 and modifies the
regulated uses of these anchorages.

A final “Environmental Analysis
Check List” and a final “Categorical
Exclusion Determination” are available
in the docket where indicated under
ADDRESSES.

List of Subjects in 33 CFR Part 110
Anchorage grounds.

m For the reasons discussed in the
preamble, the Coast Guard amends 33
CFR part 110 as follows:

PART 110—ANCHORAGE
REGULATIONS

m 1. The authority citation for part 110
continues to read as follows:

Authority: 33 U.S.C. 471, 1221 through
1236, 2030, 2035 and 2071; 33 CFR 1.05-1(g);
Department of Homeland Security Delegation
No. 0170.1.

m 2.In § 110.158 revise paragraphs (a)
and (b) and add paragraph (c) and (d) to

read as follows:

§110.158 Baltimore Harbor, MD.
North American Datum 1983.
(a) Anchorage Grounds.

(1) Anchorage No. 1, general
anchorage.

(i) The waters bounded by a line
connecting the following points:

(3) Anchorage No. 3, Upper, general
anchorage.

(i) The waters bounded by a line
connecting the following points:

39°13’51.01” N

76°32'18.71” W

(ii) No vessel shall remain in this
anchorage for more than 72 hours

Latitude

39°14'32.48” N
39°14'46.23” N
39°14'57.51” N
39°14'43.76” N

Longitude

76°33'11.31” W
76°33'25.82” W
76°33'08.13” W
76°32’53.62” W

without permission from the Captain of
the Port.

(8) Anchorage No. 7, Dead ship
anchorage.

(i) The waters bounded by a line
connecting the following points:

(i1) No vessel shall remain in this
anchorage for more than 24 hours
without permission from the Captain of
the Port.

(4) Anchorage No. 3, Lower, general
anchorage.

(i) The waters bounded by a line
connecting the following points:

Latitude

39°13’00.40” N
39°13’13.40” N
39°13'13.96” N
39°13'14.83” N
39°13’00.40” N

(ii) The primary use of this anchorage

Longitude

76°34°10.40” W
76°34’10.81” W
76°34°05.02” W
76°33'29.80” W
76°33°29.90” W

Latitude

39°15"13.51” N
39°15"11.01” N
39°14’52.98” N
39°14747.90” N

Longitude

76°34’07.76” W
76°34’11.69” W
76°33'52.67” W
76°33'40.73” W

(ii) No vessel shall remain in this
anchorage for more than 12 hours

without permission from the Captain of

the Port.

(2) Anchorage No. 2, general

anchorage.

(i) The waters bounded by a line
connecting the following points:

Latitude

39°14'46.23” N
39°14'56.96” N
39°15708.55” N
39°15719.28” N
39°1519.33” N
39°15'14.19” N
39°15°06.87” N
39°14'41.37" N
39°14'30.93” N
39°14'46.27” N
39°14'43.76” N
39°14'57.51” N

Longitude

76°33'25.82” W
76°33'37.15” W
76°33’37.65” W
76°33'24.49” W
76°33'14.32” W
76°32'57.76” W
76°32745.48” W
76°32'27.38' W
76°32’33.52” W
76°32749.69” W
76°32’53.62” W
76°33'08.13” W

(ii) No vessel shall remain in this
anchorage for more than 72 hours

without permission from the Captain of

the Port.

Latitude

39°14’32.48” N
39°14'46.27” N
39°14’30.93” N
39°14'24.40” N
39°14’15.66” N

Longitude

76°33’11.31” W
76°32°49.69” W
76°32733.52” W
76°32739.87” W
76°32’53.58” W

(i1) No vessel shall remain in this
anchorage for more than 72 hours

without permission from the Captain of

the Port.

(5) Anchorage No. 4, general

anchorage.

(i) The waters bounded by a line
connecting the following points:

Latitude

39°13'52.91” N
39°14’05.91” N
39°14'07.30” N
39°14’17.96” N
39°14'05.32” N
39°14’00.46” N

Longitude

76°32°29.60” W
76°32°43.30” W
76°32'43.12” W
76°32°26.41” W
76°32'13.09” W
76°32°17.77" W

(ii) No vessel shall remain in this
anchorage for more than 72 hours

without permission from the Captain of

the Port.

(6) Anchorage No. 5, general

anchorage.

(i) The waters bounded by a line
connecting the following points:

Latitude

39°14'07.89” N
39°13734.82” N
39°13722.25” N
39°13721.20” N

Longitude

76°32’58.23” W
76°32°23.66” W
76°32°28.90” W
76°33'11.94” W

(ii) No vessel shall remain in this
anchorage for more than 72 hours

without permission from the Captain of

the Port.

(7) Anchorage No. 6, general

anchorage.

(i) The waters bounded by a line
connecting the following points:

Latitude

39°13'42.98” N
39°13'20.65” N
39°13’34.00” N
39°14'01.95” N

Longitude

76°32'19.11” W
76°31’55.58” W
76°31'33.50” W
76°32°02.65” W

is to lay up dead ships. Such use has
priority over other uses. Permission
from the Captain of the Port must be
obtained prior to the use of this
anchorage for more than 72 hours.

(b) Definitions. As used in this
section: Class 1 (explosive) materials
means Division 1.1, 1.2, 1.3, and 1.4
explosives, as defined in 49 CFR 173.50.
Dangerous cargo means certain
dangerous cargo as defined in Sec.
160.203 of this title.

(c) General regulations. (1) Except as
otherwise provided, this section applies
to vessels over 20 meters long and all
vessels carrying or handling dangerous
cargo or Class 1 (explosive) materials
while anchored in an anchorage ground
described in this section.

(2) Except in cases where unforeseen
circumstances create conditions of
imminent peril, or with the permission
of the Captain of the Port, no vessel
shall be anchored in Baltimore Harbor
and Patapsco River outside of the
anchorage areas established in this
section for more than 24 hours. No
vessel shall anchor within a tunnel,
cable or pipeline area shown on a
government chart. No vessel shall be
moored, anchored, or tied up to any
pier, wharf, or other vessel in such
manner as to extend into established
channel limits. No vessel shall be
positioned so as to obstruct or endanger
the passage of any other vessel.

(3) Except in an emergency, a vessel
that is likely to sink or otherwise
become a menace or obstruction to
navigation or the anchoring of other
vessels may not occupy an anchorage,
unless the vessel obtains a permit from
the Captain of the Port.

(4) The Captain of the Port may grant
a revocable permit to a vessel for a
habitual use of an anchorage. Only the
vessel that holds the revocable permit
may use the anchorage during the
period that the permit is in effect.

(5) Upon notification by the Captain
of the Port to shift its position, a vessel
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at anchor shall get underway and shall
move to its new designated position
within 2 hours after notification.

(6) The Captain of the Port may
prescribe specific conditions for vessels
anchoring within the anchorages
described in this section, including, but
not limited to, the number and location
of anchors, scope of chain, readiness of
engineering plant and equipment, usage
of tugs, and requirements for
maintaining communication guards on
selected radio frequencies.

(7) No vessel at anchor or at a mooring
within an anchorage may transfer oil to
or from another vessel unless the vessel
has given the Captain of the Port the
four hours advance notice required by
§156.118 of this chapter.

(8) No vessel shall anchor in a “dead
ship” status (propulsion or control
unavailable for normal operations)
without prior approval of the Captain of
the Port.

(d) Regulations for vessels handling or
carrying dangerous cargoes or Class 1
(explosive) materials. (1) This paragraph
(d) applies to every vessel, except a U.S.
naval vessel, handling or carrying
dangerous cargoes or Class 1 (explosive)
materials.

(2) The Captain of the Port may
require every person having business
aboard a vessel handling or carrying
dangerous cargoes or Class 1 (explosive)
materials while in an anchorage, other
than a member of the crew, to hold a
form of identification prescribed in the
vessel’s security plan.

(3) Each person having business
aboard a vessel handling or carrying
dangerous cargoes or Class 1 (explosive)
materials while in an anchorage, other
than a member of the crew, shall present
the identification prescribed by
paragraph (d)(2) of this section to any
Coast Guard Boarding Officer who
requests it.

(4) Each non-self-propelled vessel
handling or carrying dangerous cargoes
or Class 1 (explosive) materials must
have a tug in attendance at all times
while at anchor.

(5) Each vessel handling or carrying
dangerous cargoes or Class 1 (explosive)
materials while at anchor must display
by day a bravo flag in a prominent
location and by night a fixed red light.

Dated: March 25, 2005.
Ben Thomason, III,

Captain, U.S. Coast Guard, Acting
Commander, Fifth Coast Guard District.

[FR Doc. 05-6956 Filed 4-7—-05; 8:45 am]
BILLING CODE 4910-15-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 180
[OPP-2004-0412; FRL-7691-8]
Buprofezin; Pesticide Tolerance

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Final rule.

SUMMARY: This regulation establishes
tolerances for residues of buprofezin in
or on avocado, papaya, star apple, black
sapote, mango, sapodilla, canistel,
mamey sapote, sugar apple, cherimoya,
atemoya, custard apple, ilama, soursop,
birida, guava, feijoa, jaboticaba, wax
jambu, starfruit, passionfruit, and
acerola at 0.30 parts per million (ppm);
pome fruit at 0.30 ppm; peach at 9.0
ppm, meat (cattle, goat, hog, horse, and
sheep) at 0.05 ppm; kidney (cattle, goat,
hog, horse, and sheep) at 0.05 ppm.;
lettuce, head at 5.0 ppm, Lettuce, leaf at
13.0 ppm, and Vegetable, cucurbit at 0.5
ppm; fruit, citrus, group 10 at 2.5 ppm;
citrus, dried, pulp at 7.5 ppm; and
citrus, oil at 80 ppm. Nichino America,
Inc., Linden Park, Suite 501, 4550 New
Linden Hill Road, Wilmington, DE
19808 requested these tolerances under
the Federal Food, Drug, and Cosmetic
Act (FFDCA), as amended by the Food
Quality Protection Act of 1996 (FQPA).

DATES: This regulation is effective April
8, 2005. Objections and requests for
hearings must be received on or before
June 7, 2005.

ADDRESSES: To submit a written
objection or hearing request follow the
detailed instructions as provided in
Unit VI. of the SUPPLEMENTARY
INFORMATION. EPA has established a
docket for this action under Docket
identification (ID) number OPP-2004—
0412. All documents in the docket are
listed in the EDOCKET index at
http://www.epa.gov/edocket. Although
listed in the index, some information is
not publicly available, i.e., CBI or other
information whose disclosure is
restricted by statute. Certain other
material, such as copyrighted material,
is not placed on the Internet and will be
publicly available only in hard copy
form. Publicly available docket
materials are available either
electronically in EDOCKET or in hard
copy at the Public Information and
Records Integrity Branch (PIRIB), Rm.
119, Crystal Mall #2, 1801 S. Bell St.,
Arlington, VA. This docket facility is
open from 8:30 a.m. to 4 p.m., Monday
through Friday, excluding legal
holidays. The docket telephone number
is (703) 305-5805.

FOR FURTHER INFORMATION CONTACT:
Richard J. Gebken, Registration Division
(7505C), Office of Pesticide Programs,
Environmental Protection Agency, 1200
Pennsylvania Ave., NW., Washington,
DC 20460-0001; telephone number:
(703) 305-6701; e-mail address:
gebken.richard@epa.gov.

SUPPLEMENTARY INFORMATION:
1. General Information

A. Does this Action Apply to Me?

You may be potentially affected by
this action if you are an agricultural
producer, food manufacturer, or
pesticide manufacturer. Potentially
affected entities may include, but are
not limited to:

e Crop production (NAICS 111), e.g.,
agricultural workers; greenhouse,
nursery, and floriculture workers;
farmers.

e Animal production (NAICS 112),
e.g., cattle ranchers and farmers, dairy
cattle farmers, livestock farmers.

¢ Food manufacturing (NAICS 311),
e.g., agricultural workers; farmers;
greenhouse, nursery, and floriculture
workers; ranchers; pesticide applicators.

¢ Pesticide manufacturing (NAICS
32532), e.g., agricultural workers;
commercial applicators; farmers;
greenhouse, nursery, and floriculture
workers; residential users.

This listing is not intended to be
exhaustive, but rather provides a guide
for readers regarding entities likely to be
affected by this action. Other types of
entities not listed in this unit could also
be affected. The North American
Industrial Classification System
(NAICS) codes have been provided to
assist you and others in determining
whether this action might apply to
certain entities. If you have any
questions regarding the applicability of
this action to a particular entity, consult
the person listed under FOR FURTHER
INFORMATION CONTACT.

B. How Can I Access Electronic Copies
of this Document and Other Related
Information?

In addition to using EDOCKET
(http://www.epa.gov/edocket/), you may
access this Federal Register document
electronically through the EPA Internet
under the “Federal Register” listings at
http://www.epa.gov/fedrgstr/. A
frequently updated electronic version of
40 CFR part 180 is available at E-CFR
Beta Site Two at http://
www.gpoaccess.gov/ecfr/.

II. Background and Statutory Findings

In the Federal Register of March 17,
2004 (69 FR 12676) (FRL-7347-1), EPA
issued a notice pursuant to section
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408(d)(3) of FFDCA, 21 U.S.C.
346a(d)(3), announcing the filing of a
pesticide petition (PP 3E6636, 3E6741,
and 3E6747) by Interregional Research
Project Number (IR-4), 681 U.S.
Highway #1 South, North Brunswick, NJ
08902 and Nichino America, Inc.,
Linden Park, Suite 501, 4550 New
Linden Hill Road, Wilmington, DE
19808. The petition requested that 40
CFR 180.511 be amended by
establishing a tolerance for residues of
the insecticide buprofezin (2-[(1,1-
dimethylethyl)imino]tetrahydro-3-(1-
methylethyl)-5-phenyl-4H-1,3,5-
thiadiazin-4-one), in or on the raw
agricultural commodities: Fruit, pome,
group 11, except apple and apple,
pomace at 4.0 parts per million (ppm)
(PP 3E6636), apple at 1.2 ppm (PP
3E6636), apple, pomace at 2.5 ppm (PP
3E6636), peach, apricot, and nectarine
at 3.0 ppm (PP 3E6741), and avocado,
papaya, star apple, black sapote, mango,
sapodilla, canistel, mamey sapote, sugar
apple, cherimoya, atemoya, custard
apple, ilama, soursop, biriba, guava,
feijoa, jaboticaba, wax jambu, starfruit,
passionfruit, and acerola at 0.30 ppm
(PP 3E6747).

In the Federal Register of June 21,
2000 (65 FR 38543) (FRL—-6557—-3), EPA
issued a notice pursuant to section
408(d)(3) of FFDCA, 21 U.S.C.
346a(d)(3), announcing the filing of a
pesticide petition (PP 0F6087) by
Nichino America, Inc., Linden Park,
Suite 501, 4550 New Linden Hill Road,
Wilmington, DE 19808, (formerly
Aventis CropScience, formerly AgrEvo
USA Company). The petition requested
that 40 CFR 180.511 be amended by
establishing a tolerance for residues of
the insecticide buprofezin] (2-[(1,1-
dimethylethyl)imino]tetrahydro-3-(1-
methylethyl)-5-phenyl-4H-1,3,5-
thiadiazin-4-one), in or on the following
meat commodities; (Cattle, goats, hogs,
horse, and sheep at 0.05 ppm) and
kidney commodities for (cattle, goats,
hogs, horse, and sheep at 0.05 ppm)
respectively.

In the Federal Register of December
22,2004 (69 FR 76719) (FRL-7689-4),
EPA issued a notice pursuant to section
408(d)(3) of FFDCA, 21 U.S.C.
346a(d)(3), announcing the filing of a
pesticide petition (PP 4F6873) by
Nichino America, Inc., Linden Park,
Suite 501, 4550 New Linden Hill Road,
Wilmington, DE 19808. The petition
requested that 40 CFR 180.511 be
amended by establishing increased
tolerances for residues of buprofezin (2-
[(1,1-dimethylethyl)imino]tetrahydro-3-
(1-methylethyl)-5-phenyl-4H-1,3,5-
thiadiazin-4-one) in or on the following
agricultural commodities: Fruit, citrus,

Group 10 at 2.5 ppm); citrus, dried pulp
at 7.5 ppm; and citrus, oil at 80 ppm.

In the Federal Register of December
23, 2004 (69 FR 76942) (FRL—7694-1),
EPA issued a notice pursuant to section
408(d)(3) of FFDCA, 21 U.S.C.
346a(d)(3), announcing the filing of a
pesticide petition (PP 4F6887) by
Nichino America, Inc., Linden Park,
Suite 501, 4550 New Linden Hill Road,
Wilmington, DE 19808. The petition
requested that 40 CFR 180.511 be
amended by establishing tolerances for
residues of buprofezin (2-[(1,1-
dimethylethyl)imino]tetrahydro-3-(1-
methylethyl)-5-phenyl-4H-1,3,5-
thiadiazin-4-one) in or on the following
raw agricultural commodities: Head
lettuce at 5 ppm, leaf lettuce at 13 ppm,
and Vegetables, cucurbits, group 9 at 0.5
ppm. .

Each respective notice included a
summary of the petition prepared by the
registrant Nichino America,
Incorporated, 4550 New Linden Hill
Road, Suite 501, Wilmington, DE 19808,
or the previous, registrant Aventis
CropScience.

A private citizen responded to
petitions PP 3E6636, 3E6741, 3E6747,
4F6873, and 4F6887. The substantive
public comments and corresponding
Agency responses are addressed in a
separate document available in the
docket for this action under Docket
identification (ID) number OPP—2004—
0362.

Section 408(b)(2)(A)(i) of FFDCA
allows EPA to establish a tolerance (the
legal limit for a pesticide chemical
residue in or on a food) only if EPA
determines that the tolerance is “safe.”
Section 408(b)(2)(A)(ii) of FFDCA
defines ““safe”” to mean that “there is a
reasonable certainty that no harm will
result from aggregate exposure to the
pesticide chemical residue, including
all anticipated dietary exposures and all
other exposures for which there is
reliable information.” This includes
exposure through drinking water and in
residential settings, but does not include
occupational exposure. Section
408(b)(2)(C) of FFDCA requires EPA to
give special consideration to exposure
of infants and children to the pesticide
chemical residue in establishing a
tolerance and to “‘ensure that there is a
reasonable certainty that no harm will
result to infants and children from
aggregate exposure to the pesticide
chemical residue. . . .”

EPA performs a number of analyses to
determine the risks from aggregate
exposure to pesticide residues. For
further discussion of the regulatory
requirements of section 408 of FFDCA
and a complete description of the risk
assessment process, see the final rule on

Bifenthrin Pesticide Tolerances (62 FR
62961, November 26, 1997) (FRL-5754—
7).

III. Aggregate Risk Assessment and
Determination of Safety

Consistent with section 408(b)(2)(D)
of FFDCA, EPA has reviewed the
available scientific data and other
relevant information in support of this
action. EPA has sufficient data to assess
the hazards of and to make a
determination on aggregate exposure,
consistent with section 408(b)(2) of
FFDCA, for a tolerance for residues of
buprofezin in or on avocado, papaya,
star apple, black sapote, mango,
sapodilla, canistel, mamey sapote, sugar
apple, cherimoya, atemoya, custard
apple, ilama, soursop, birida, guava,
feijoa, jaboticaba, wax jambu, starfruit,
passionfruit, and acerola at 0.30 parts
per million (ppm); pome fruit at 4.0
ppm; peach at 9.0 ppm, meat (cattle,
goat, hog, horse, and sheep) at 0.05
ppm; kidney (cattle, goat, hog, horse,
and sheep) at 0.05 ppm; Lettuce, head
at 5.0 ppm, Lettuce, leaf at 13 ppm;
Vegetable, cucurbit group 9 at 0.50 ppm;
Fruit, citrus, Group 10 at 2.5 parts per
million (ppm); Citrus, dried pulp at 7.5
ppm, and citrus, oil at 80 ppm.

EPA’s assessment of exposures and
risks associated with establishing the
tolerance follows:

A. Toxicological Profile

EPA has evaluated the available
toxicity data and considered its validity,
completeness, and reliability as well as
the relationship of the results of the
studies to human risk. EPA has also
considered available information
concerning the variability of the
sensitivities of major identifiable
subgroups of consumers, including
infants and children. The nature of the
toxic effects caused by buprofezin as
well as the no observed adverse effect
level (NOAEL) and the lowest observed
adverse effect level (LOAEL) from the
toxicity studies reviewed are discussed
in the Federal Register of June 25, 2003
(68 FR 37765) (FRL-7310-7).

B. Toxicological Endpoints

The dose at which no adverse effects
are observed (the NOAEL) from the
toxicology study identified as
appropriate for use in risk assessment is
used to estimate the toxicological level
of concern (LOC). However, the lowest
dose at which adverse effects of concern
are identified (the LOAEL) is sometimes
used for risk assessment if no NOAEL
was achieved in the toxicology study
selected. An uncertainty factor (UF) is
applied to reflect uncertainties inherent
in the extrapolation from laboratory
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animal data to humans and in the
variations in sensitivity among members
of the human population as well as
other unknowns. An UF of 100 is
routinely used, 10X to account for
interspecies differences and 10X for
intraspecies differences.

Three other types of safety or
uncertainty factors may be used:
“Traditional uncertainty factors;” the
“special FQPA safety factor;” and the
“default FQPA safety factor.” By the
term ‘““traditional uncertainty factor,”
EPA is referring to those additional
uncertainty factors used prior to FQPA
passage to account for database
deficiencies. These traditional
uncertainty factors have been
incorporated by the FQPA into the
additional safety factor for the
protection of infants and children. The
term “‘special FQPA safety factor” refers
to those safety factors that are deemed
necessary for the protection of infants
and children primarily as a result of the
FQPA. The “default FQPA safety factor”
is the additional 10X safety factor that
is mandated by the statute unless it is
decided that there are reliable data to
choose a different additional factor
(potentially a traditional uncertainty
factor or a special FQPA safety factor).

For dietary risk assessment (other
than cancer) the Agency uses the UF to
calculate an acute or chronic reference
dose (acute RID or chronic RfD) where
the RfD is equal to the NOAEL divided
by an UF of 100 to account for
interspecies and intraspecies differences
and any traditional uncertainty factors
deemed appropriate (RfD = NOAEL/UF).
Where a special FQPA safety factor or
the default FQPA safety factor is used,
this additional factor is applied to the
RID by dividing the RfD by such
additional factor. The acute or chronic
Population Adjusted Dose (aPAD or
cPAD) is a modification of the RfD to
accommodate this type of safety factor.

For non-dietary risk assessments
(other than cancer) the UF is used to
determine the LOC. For example, when
100 is the appropriate UF (10X to
account for interspecies differences and
10X for intraspecies differences) the
LOC is 100. To estimate risk, a ratio of
the NOAEL to exposures (margin of
exposure (MOE) = NOAEL/exposure) is
calculated and compared to the LOC.

The linear default risk methodology
(Q*) is the primary method currently
used by the Agency to quantify
carcinogenic risk. The Q* approach
assumes that any amount of exposure
will lead to some degree of cancer risk.
A Q* is calculated and used to estimate
risk which represents a probability of
occurrence of additional cancer cases
(e.g., risk). An example of how such a

probability risk is expressed would be to
describe the risk as one in one hundred
thousand (1 X 10-5), one in a million (1
X 10-%), or one in ten million (1 X 10-7).
Under certain specific circumstances,
MOE calculations will be used for the
carcinogenic risk assessment. In this
non-linear approach, a “point of
departure” is identified below which
carcinogenic effects are not expected.
The point of departure is typically a
NOAEL based on an endpoint related to
cancer effects though it may be a
different value derived from the dose
response curve. To estimate risk, a ratio
of the point of departure to exposure
(MOE_ancer = point of departure/
exposures) is calculated.

A summary of the toxicological
endpoints for buprofezin used for
human risk assessment is discussed in
Unit III.B. of the final rule published in
the Federal Register of June 25, 2003
(68 FR 37765) (FRL—7310-7).

C. Exposure Assessment

1. Dietary exposure from food and
feed uses. Tolerances have been
established (40 CFR 180.511) for the
residues of buprofezin, in or on a variety
of raw agricultural commodities.
Tolerances for residues of buprofezin
are currently established for ruminant
fat, meat byproducts, and liver at 0.05
ppm (40 CFR 180.511). Tolerances are
being established for meat (cattle, goat,
hog, horse, and sheep) at 0.05 ppm; and
kidney (cattle, goat, hog, horse, and
sheep) at 0.05 ppm; based on additional
animal metabolism studies provided
from Nichino America, Inc. Risk
assessments were conducted by EPA to
assess dietary exposures from
buprofezin in food as follows:

i. Acute and chronic exposure. Acute
dietary risk assessments are performed
for a food-use pesticide, if a
toxicological study has indicated the
possibility of an effect of concern
occurring as a result of a 1-day or single
exposure.

In conducting the acute dietary risk
assessment EPA used the Dietary
Exposure Evaluation Model software
with the Food Commodity Intake
Database (DEEM-FCID™) (ver. 1.30)
and Lifeline™ (ver. 2.00) models,
which incorporates food consumption
data as reported by respondents in the
USDA 1994-1996 and 1998 Nationwide
Continuing Surveys of Food Intake by
Individuals (CSFII), and accumulated
exposure to the chemical for each
commodity. The following assumptions
were made for the acute exposure
assessments: The acute analysis
assumed tolerance level residues, 100%
crop treated for all uses, and DEEM™
(ver. 7.76) default processing factors for

all registered/proposed commodities
(Tier 1). The chronic analysis assumed
DEEM™ (ver.7.76) default processing
factors for all registered/proposed
commodities and incorporated percent
crop treated estimates and average field
trial residues.

ii. Cancer. In accordance with the
EPA Guidelines for Carcinogen Risk
Assessment, the Carcinogen Assessment
Review Commission classified
buprofezin as having “suggestive
evidence of carcinogenicity, but not
sufficient to assess human carcinogenic
potential” based on liver tumors in
female mice. The Committee further
recommended no quantification of
cancer risk.

iii. Anticipated residue and percent
crop treated (PCT) information. Section
408(b)(2)(F) of FFDCA states that the
Agency may use data on the actual
percent of food treated for assessing
chronic dietary risk only if the Agency
can make the following findings:
Condition 1, that the data used are
reliable and provide a valid basis to
show what percentage of the food
derived from such crop is likely to
contain such pesticide residue;
Condition 2, that the exposure estimate
does not underestimate exposure for any
significant subpopulation group; and
Condition 3, if data are available on
pesticide use and food consumption in
a particular area, the exposure estimate
does not understate exposure for the
population in such area. In addition, the
Agency must provide for periodic
evaluation of any estimates used. To
provide for the periodic evaluation of
the estimate of PCT as required by
section 408(b)(2)(F) of FFDCA, EPA may
require registrants to submit data on
PCT.

The Agency used PCT information as
follows:

® 5% crop treated (PCT) for
cantaloupes;

e 2.5% crop treated for cotton,
grapefruit, grapes, lemons, limes,
oranges, squash, tangelos, tangerines,
tomatoes, and watermelon;

e Market share % crop treated was
projected not to exceed 5% for apples,
and 13% for peaches;

e All other crops currently registered
and/or proposed commodities were
assumed to be 100% crop treated.

The Agency believes that the three
conditions listed in Unit C. 1. iii. have
been met. With respect to Condition 1,
PCT estimates are derived from Federal
and private market survey data, which
are reliable and have a valid basis. For
previously registered crops, EPA used
an average of the values from these
surveys over the last 5 years for
estimating PCT for chronic dietary
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exposure assessments. For most newly
registered crops, the Agency assumed
100% PCT. In estimating PCT for the
apples and peaches as newly-registered
crops, EPA assumed that the PCT for
buprofezin would at least equal or
exceed the PCT for the leading
comparable insect growth regulatory
pesticide alternative on that crop. For
peaches, PCT for buprofezin was
projected to potentially exceed the
leading alternative’s PCT by a factor of
five because buprofezin has a slight cost
advantage over the alternative on that
crop. With regards to apples, buprofezin
was projected to slightly exceed sales of
the leading alternative’s PCT because
buprofezin is an excellent technical fit
as an insect pest management (IPM)
insecticide for apples. The Agency is
reasonably certain that the percentage of
the food treated is not likely to be an
underestimation.

As to Conditions 2 and 3, regional
consumption information and
consumption information for significant
subpopulations is taken into account
through EPA’s computer-based model
for evaluating the exposure of
significant subpopulations including
several regional groups. Use of this
consumption information in EPA’s risk
assessment process ensures that EPA’s
exposure estimate does not understate
exposure for any significant
subpopulation group and allows the
Agency to be reasonably certain that no
regional population is exposed to
residue levels higher than those
estimated by the Agency. Other than the
data available through national food
consumption surveys, EPA does not
have available information on the
regional consumption of food to which
buprofezin may be applied in a
particular area.

2. Dietary exposure from drinking
water. The Agency lacks sufficient
monitoring exposure data to complete a
comprehensive dietary exposure
analysis and risk assessment for
buprofezin in drinking water. Because
the Agency does not have
comprehensive monitoring data,
drinking water concentration estimates
are made by reliance on simulation or
modeling taking into account data on
the physical characteristics of
buprofezin.

The Agency uses the Generic
Estimated Environmental Concentration
(GENEEC) or the Pesticide Root Zone
Model/Exposure Analysis Modeling
System (PRZM/EXAMS) to estimate
pesticide concentrations in surface
water and Screening Concentrations in
Groundwater (SCI-GROW), which
predicts pesticide concentrations in
ground water. In general, EPA will use

GENEEC (a Tier 1 model) before using
PRZM/EXAMS (a Tier 2 model) for a
screening-level assessment for surface
water. The GENEEC model is a subset of
the PRZM/EXAMS model that uses a
specific high-end runoff scenario for
pesticides. GENEEC incorporates a farm
pond scenario, while PRZM/EXAMS
incorporate an index reservoir
environment in place of the previous
pond scenario. The PRZM/EXAMS
model includes a percent crop area
factor as an adjustment to account for
the maximum percent crop coverage
within a watershed or drainage basin.

None of these models include
consideration of the impact processing
(mixing, dilution, or treatment) of raw
water for distribution as drinking water
would likely have on the removal of
pesticides from the source water. The
primary use of these models by the
Agency at this stage is to provide a
screen for sorting out pesticides for
which it is unlikely that drinking water
concentrations would exceed human
health levels of concern.

Since the models used are considered
to be screening tools in the risk
assessment process, the Agency does
not use estimated environmental
concentrations (EECs), which are the
model estimates of a pesticide’s
concentration in water. EECs derived
from these models are used to quantify
drinking water exposure and risk as a
%R{D or %PAD. Instead drinking water
levels of comparison (DWLOCs) are
calculated and used as a point of
comparison against the model estimates
of a pesticide’s concentration in water.
DWLOC:s are theoretical upper limits on
a pesticide’s concentration in drinking
water in light of total aggregate exposure
to a pesticide in food, and from
residential uses. Since DWLOCs address
total aggregate exposure to buprofezin
they are further discussed in the
aggregate risk sections in Unit E.

Based on the GENEEC, PRZM/EXAMS
and SCI-GROW models, the EECs of
buprofezin for acute exposures are
estimated to be 19.2 parts per billion
(ppb) for surface water and 0.1 ppb for
ground water. The EECs for chronic
exposures are estimated to be 4.5 ppb
for surface water and 0.1 ppb for ground
water.

3. From non-dietary exposure. The
term “‘residential exposure” is used in
this document to refer to non-
occupational, non-dietary exposure
(e.g., for lawn and garden pest control,
indoor pest control, termiticides, and
flea and tick control on pets).
Buprofezin is not registered for use on
any sites that would result in residential
exposure.

4. Cumulative effects from substances
with a common mechanism of toxicity.
Section 408(b)(2)(D)(v) of FFDCA
requires that, when considering whether
to establish, modify, or revoke a
tolerance, the Agency consider
“available information” concerning the
cumulative effects of a particular
pesticide’s residues and “‘other
substances that have a common
mechanism of toxicity.”

Unlike other pesticides for which EPA
has followed a cumulative risk approach
based on a common mechanism of
toxicity, EPA has not made a common
mechanism of toxicity finding as to
buprofezin and any other substances
and buprofezin does not appear to
produce a toxic metabolite produced by
other substances. For the purposes of
this tolerance action, therefore, EPA has
not assumed that buprofezin has a
common mechanism of toxicity with
other substances. For information
regarding EPA’s efforts to determine
which chemicals have a common
mechanism of toxicity and to evaluate
the cumulative effects of such
chemicals, see the policy statements
released by EPA’s OPP concerning
common mechanism determinations
and procedures for cumulating effects
from substances found to have a
common mechanism on EPA’s web site
at http://www.epa.gov/pesticides/
cumulative/.

D. Safety Factor for Infants and
Children

1. In general. Section 408 of FFDCA
provides that EPA shall apply an
additional tenfold margin of safety for
infants and children in the case of
threshold effects to account for prenatal
and postnatal toxicity and the
completeness of the data base on
toxicity and exposure unless EPA
determines based on reliable data that a
different margin of safety will be safe for
infants and children. Margins of safety
are incorporated into EPA risk
assessments either directly through use
of a MOE analysis or through using
uncertainty (safety) factors in
calculating a dose level that poses no
appreciable risk to humans. In applying
this provision, EPA either retains the
default value of 10X when reliable data
do not support the choice of a different
factor, or, if reliable data are available,
EPA uses a different additional safety
factor value based on the use of
traditional uncertainty factors and/or
special FQPA safety factors, as
appropriate.

2. Prenatal and postnatal sensitivity.
The Agency concluded that the
available studies provided no indication
of increased susceptibility of rats or
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rabbits following in utero exposure or of
rats following prenatal/postnatal
exposure to buprofezin.

3. Conclusion. There is a complete
toxicity data base for buprofezin and
exposure data are complete or are
estimated based on data that reasonably
accounts for potential exposures. EPA
determined that the 10X SF to protect
infants and children should be reduced
to 1X.

E. Aggregate Risks and Determination of
Safety

To estimate total aggregate exposure
to a pesticide from food, drinking water,
and residential uses, the Agency
calculates DWLOCs which are used as a
point of comparison against EECs.
DWLOC values are not regulatory
standards for drinking water. DWLOGs
are theoretical upper limits on a
pesticide’s concentration in drinking
water in light of total aggregate exposure
to a pesticide in food and residential
uses. In calculating a DWLOC, the
Agency determines how much of the
acceptable exposure (i.e., the PAD) is
available for exposure through drinking

water (e.g., allowable chronic water
exposure (mg/kg/day) = cPAD - (average
food + residential exposure). This
allowable exposure through drinking
water is used to calculate a DWLOC.

A DWLOC will vary depending on the
toxic endpoint, drinking water
consumption, and body weights. Default
body weights and consumption values
as used by the EPA’s Office of Water are
used to calculate DWLOCs: 2 Liter (L)/
70 kg (adult male), 2L/60 kg (adult
female), and 1L/10 kg (child). Default
body weights and drinking water
consumption values vary on an
individual basis. This variation will be
taken into account in more refined
screening-level and quantitative
drinking water exposure assessments.
Different populations will have different
DWLOCs. Generally, a DWLOC is
calculated for each type of risk
assessment used: Acute, short-term,
intermediate-term, chronic, and cancer.

When EECs for surface water and
ground water are less than the
calculated DWLOCs, OPP concludes
with reasonable certainty that exposures
to the pesticide in drinking water (when

considered along with other sources of
exposure for which OPP has reliable
data) would not result in unacceptable
levels of aggregate human health risk at
this time. Because OPP considers the
aggregate risk resulting from multiple
exposure pathways associated with a
pesticide’s uses, levels of comparison in
drinking water may vary as those uses
change. If new uses are added in the
future, OPP will reassess the potential
impacts of residues of the pesticide in
drinking water as a part of the aggregate
risk assessment process.

1. Acute risk. Using the exposure
assumptions discussed in this unit for
acute exposure, the acute dietary
exposure from food to buprofezin will
occupy 5.0% of the aPAD for females 13
to 19 years old. In addition, there is
potential for acute dietary exposure to
buprofezin] in drinking water. After
calculating DWLOCs and comparing
them to the EECs for surface water and
ground water, EPA does not expect the
aggregate exposure to exceed 100% of
the aPAD, as shown in Table 1 of this
unit:

TABLE 1.—AGGREGATE RISK ASSESSMENT FOR ACUTE EXPOSURE TO BUPROFEZIN

Surface Ground Acute
Population Subgroup aPA%fmg/ CVE’F"’(‘)';Q)D Water EEC | Water EEC DWLOC
(ppb) (ppb) (ppb)
Females (13—49 years old) 2.0 5 19.2 0.1 57,000

2. Chronic risk. Using the exposure
assumptions described in this unit for
chronic exposure, the chronic aggregate
risk assessment takes into account
average exposure estimates from dietary
consumption of buprofezin (food and
drinking water). However, there are no

TABLE 2.—AGGREGATE RISK ASSESSMENT FOR CHRONIC (NON-CANCER) EXPOSURE TO BUPROFEZIN

residential uses for buprofezin that
result in chronic residential exposure to

buprofezin. Therefore, the chronic

aggregate risk assessment will consider
exposure from food and drinking water
only. There is potential for chronic

dietary exposure to buprofezin in

drinking water. After calculating
DWLOCs and comparing them to the

EECs for surface water and ground

unit:

water, EPA does not expect the
aggregate exposure to exceed 100% of
the cPAD, as shown in Table 2 of this

Surface Ground Chronic
Population Subgroup cPkg%:;/g/ of"lfgfa? Water EEC | Water EEC DWLOC
(ppb) (ppb) (ppb)

U.S. population 0.01 38 4.5 0.1 220
All infants (<1 yr old) 0.01 64 45 0.1 36
Children (1-2 years old) 0.01 81 4.5 0.1 19
Youth (13-19 years old) 0.01 32 45 0.1 200
Adults (50 years + old) 0.01 39 4.5 0.1 21
Females (13—49 years old) 0.01 34 4.5 0.1 200

3. Short-term risk. Short-term
aggregate exposure takes into account
residential exposure plus chronic
exposure to food and water (considered
to be a background exposure level).

Buprofezin is not registered for use on
any sites that would result in residential
exposure. Therefore, the aggregate risk
is the sum of the risk from food and

water, which do not exceed the
Agency'’s level of concern.

4. Intermediate-term risk.
Intermediate-term aggregate exposure
takes into account residential exposure
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plus chronic exposure to food and water
(considered to be a background
exposure level). Buprofezin is not
registered for use on any sites that
would result in residential exposure.
Therefore, the aggregate risk is the sum
of the risk from food and water, which
do not exceed the Agency’s level of
concern.

5. Aggregate cancer risk for U.S.
population. In chronic studies in the rat,
an increased incidence of follicular cell
hyperplasia and hypertrophy in the
thyroid of males was reported. Increased
relative liver weights were reported in
female dogs. Buprofezin was not
carcinogenic to male and female rats. In
the mouse, increased absolute liver
weights in males and females, along
with an increased incidence of
hepatocellular adenomas and
hepatocellular adenomas plus
carcinomas in females were reported.
Buprofezin was negative in in vitro and
in vivo genotoxicity assays. The findings
from the published literature indicate
that buprofezin causes cell
transformation and induces micronuclei
in vitro. In the absence of a positive
response in an in vivo micronucleus
assay, the Agency concluded that
buprofezin may have aneugenic
potential, which is not expressed in
vivo. In sum, buprofezin was negative in
the rat, negative for mutagenicity and
negative for male mice; however, in
female mice, a slight or marginal
increase in combined adenomas and
carcinomas was observed. Given these
findings in the cancer and mutagenicity
studies, EPA regards the carcinogenic
potential of buprofezin as very low and
concludes that it poses no greater than
a negligible cancer risk to humans.

6. Determination of safety. Based on
these risk assessments, EPA concludes
that there is a reasonable certainty that
no harm will result to the general
population, and to infants and children
from aggregate exposure to buprofezin
residues.

IV. Other Considerations
A. Analytical Enforcement Methodology

Plants. Adequate enforcement
methodology gas chromatography using
nitrogen phosphorus detection is
available to enforce the tolerance
expression.

Livestock. The Agency has
successfully validated method BF/11/97
for enforcement of the livestock
tolerances and the method was
forwarded to FDA’s Technical Editing
Group for publication in a future
revision of the Pesticide Analytical
Manual I (PAM I).

The methods may be requested from:
Chief, Analytical Chemistry Branch,
Environmental Science Center, 701
Mapes Rd., Ft. Meade, MD 20755-5350;
telephone number: (410) 305-2905; e-
mail address: residuemethods@epa.gov.

B. International Residue Limits

There are no Canadian, Mexican, or
Codex maximum residue limits (MRLs)
established for buprofezin in/on any of
the commodities associated with the
current petition. Therefore,
harmonization is not relevant.

V. Conclusion

Therefore, the tolerance is established
for residues of buprofezin, in or on
avocado, papaya, star apple, black
sapote, mango, sapodilla, canistel,
mamey sapote, sugar apple, cherimoya,
atemoya, custard apple, ilama, soursop,
birida, guava, feijoa, jaboticaba, wax
jambu, starfruit, passionfruit, and
acerola] at 0.30 ppm; Fruit, Pome, Crop
Group 11 at 4.0 ppm; Peach at 9.0 ppm;
Meat (cattle, goat, hog, horse, and sheep)
at 0.05 ppm; and Kidney (cattle, goat,
hog, horse, and sheep) at 0.05 ppm;
Lettuce, head at 5.0 ppm; Lettuce, leaf
at 13 ppm; and Vegetable, cucurbit
group 9 at 0.50 ppm; Fruit, citrus, Group
10 at 2.5 ppm; citrus, dried pulp at 7.5
ppm; and citrus, oil at 80 ppm.

VI. Objections and Hearing Requests

Under section 408(g) of FFDCA, as
amended by FQPA, any person may file
an objection to any aspect of this
regulation and may also request a
hearing on those objections. The EPA
procedural regulations which govern the
submission of objections and requests
for hearings appear in 40 CFR part 178.
Although the procedures in those
regulations require some modification to
reflect the amendments made to FFDCA
by FQPA, EPA will continue to use
those procedures, with appropriate
adjustments, until the necessary
modifications can be made. The new
section 408(g) of FFDCA provides
essentially the same process for persons
to “object” to a regulation for an
exemption from the requirement of a
tolerance issued by EPA under new
section 408(d) of FFDCA, as was
provided in the old sections 408 and
409 of FFDCA. However, the period for
filing objections is now 60 days, rather
than 30 days. A. What Do I Need to Do
to File an Objection or Request a
Hearing?

You must file your objection or
request a hearing on this regulation in
accordance with the instructions
provided in this unit and in 40 CFR part
178. To ensure proper receipt by EPA,
you must identify docket ID number

OPP-2004-0412 in the subject line on
the first page of your submission. All
requests must be in writing, and must be
mailed or delivered to the Hearing Clerk
on or before June 7, 2005.

1. Filing the request. Your objection
must specify the specific provisions in
the regulation that you object to, and the
grounds for the objections (40 CFR
178.25). If a hearing is requested, the
objections must include a statement of
the factual issues(s) on which a hearing
is requested, the requestor’s contentions
on such issues, and a summary of any
evidence relied upon by the objector (40
CFR 178.27). Information submitted in
connection with an objection or hearing
request may be claimed confidential by
marking any part or all of that
information as CBI. Information so
marked will not be disclosed except in
accordance with procedures set forth in
40 CFR part 2. A copy of the
information that does not contain CBI
must be submitted for inclusion in the
public record. Information not marked
confidential may be disclosed publicly
by EPA without prior notice.

Mail your written request to: Office of
the Hearing Clerk (1900L),
Environmental Protection Agency, 1200
Pennsylvania Ave., NW., Washington,
DC 20460-0001. You may also deliver
your request to the Office of the Hearing
Clerk in Suite 350, 1099 14th St., NW.,
Washington, DC 20005. The Office of
the Hearing Clerk is open from 8 a.m.
to 4 p.m., Monday through Friday,
excluding legal holidays. The telephone
number for the Office of the Hearing
Clerk is (202) 564—6255.

2. Copies for the Docket. In addition
to filing an objection or hearing request
with the Hearing Clerk as described in
Unit VL.A., you should also send a copy
of your request to the PIRIB for its
inclusion in the official record that is
described in ADDRESSES. Mail your
copies, identified by docket ID number
OPP-2004-0412, to: Public Information
and Records Integrity Branch,
Information Resources and Services
Division (7502C), Office of Pesticide
Programs, Environmental Protection
Agency, 1200 Pennsylvania Ave., NW.,
Washington, DC 20460-0001. In person
or by courier, bring a copy to the
location of the PIRIB described in
ADDRESSES. You may also send an
electronic copy of your request via e-
mail to: opp-docket@epa.gov. Please use
an ASCII file format and avoid the use
of special characters and any form of
encryption. Copies of electronic
objections and hearing requests will also
be accepted on disks in WordPerfect
6.1/8.0 or ASCII file format. Do not
include any CBI in your electronic copy.
You may also submit an electronic copy
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of your request at many Federal
Depository Libraries.

B. When Will the Agency Grant a
Request for a Hearing?

A request for a hearing will be granted
if the Administrator determines that the
material submitted shows the following:
There is a genuine and substantial issue
of fact; there is a reasonable possibility
that available evidence identified by the
requestor would, if established resolve
one or more of such issues in favor of
the requestor, taking into account
uncontested claims or facts to the
contrary; and resolution of the factual
issues(s) in the manner sought by the
requestor would be adequate to justify
the action requested (40 CFR 178.32).

VII. Statutory and Executive Order
Reviews

This final rule establishes a tolerance
under section 408(d) of FFDCA in
response to a petition submitted to the
Agency. The Office of Management and
Budget (OMB) has exempted these types
of actions from review under Executive
Order 12866, entitled Regulatory
Planning and Review (58 FR 51735,
October 4, 1993). Because this rule has
been exempted from review under
Executive Order 12866 due to its lack of
significance, this rule is not subject to
Executive Order 13211, Actions
Concerning Regulations That
Significantly Affect Energy Supply,
Distribution, or Use (66 FR 28355, May
22, 2001). This final rule does not
contain any information collections
subject to OMB approval under the
Paperwork Reduction Act (PRA), 44
U.S.C. 3501 et seq., or impose any
enforceable duty or contain any
unfunded mandate as described under
Title I of the Unfunded Mandates
Reform Act of 1995 (UMRA) (Public
Law 104—4). Nor does it require any
special considerations under Executive
Order 12898, entitled Federal Actions to
Address Environmental Justice in
Minority Populations and Low-Income
Populations (59 FR 7629, February 16,
1994); or OMB review or any Agency
action under Executive Order 13045,
entitled Protection of Children from
Environmental Health Risks and Safety
Risks (62 FR 19885, April 23, 1997).
This action does not involve any
technical standards that would require
Agency consideration of voluntary
consensus standards pursuant to section
12(d) of the National Technology
Transfer and Advancement Act of 1995
(NTTAA), Public Law 104—113, section
12(d) (15 U.S.C. 272 note). Since
tolerances and exemptions that are
established on the basis of a petition
under section 408(d) of FFDCA, such as

the tolerance in this final rule, do not
require the issuance of a proposed rule,
the requirements of the Regulatory
Flexibility Act (RFA) (5 U.S.C. 601 et
seq.) do not apply. The Agency hereby
certifies that this rule will not have
significant negative economic impact on
a substantial number of small entities.
In addition, the Agency has determined
that this action will not have a
substantial direct effect on States, on the
relationship between the national
government and the States, or on the
distribution of power and
responsibilities among the various
levels of government, as specified in
Executive Order 13132, entitled
Federalism (64 FR 43255, August 10,
1999). Executive Order 13132 requires
EPA to develop an accountable process
to ensure “meaningful and timely input
by State and local officials in the
development of regulatory policies that
have federalism implications.” “Policies
that have federalism implications” is
defined in the Executive order to
include regulations that have
“substantial direct effects on the States,
on the relationship between the national
government and the States, or on the
distribution of power and
responsibilities among the various
levels of government.”” This final rule
directly regulates growers, food
processors, food handlers and food
retailers, not States. This action does not
alter the relationships or distribution of
power and responsibilities established
by Congress in the preemption
provisions of section 408(n)(4) of
FFDCA. For these same reasons, the
Agency has determined that this rule
does not have any ““tribal implications”
as described in Executive Order 13175,
entitled Consultation and Coordination
with Indian Tribal Governments (65 FR
67249, November 6, 2000). Executive
Order 13175, requires EPA to develop
an accountable process to ensure
“meaningful and timely input by tribal
officials in the development of
regulatory policies that have tribal
implications.” “Policies that have tribal
implications” is defined in the
Executive order to include regulations
that have “substantial direct effects on
one or more Indian tribes, on the
relationship between the Federal
Government and the Indian tribes, or on
the distribution of power and
responsibilities between the Federal
Government and Indian tribes.”” This
rule will not have substantial direct
effects on tribal governments, on the
relationship between the Federal
Government and Indian tribes, or on the
distribution of power and
responsibilities between the Federal

Government and Indian tribes, as
specified in Executive Order 13175.
Thus, Executive Order 13175 does not
apply to this rule.

VIII. Congressional Review Act

The Congressional Review Act, 5
U.S.C. 801 et seq., as added by the Small
Business Regulatory Enforcement
Fairness Act of 1996, generally provides
that before a rule may take effect, the
agency promulgating the rule must
submit a rule report, which includes a
copy of the rule, to each House of the
Congress and to the Comptroller General
of the United States. EPA will submit a
report containing this rule and other
required information to the U.S. Senate,
the U.S. House of Representatives, and
the Comptroller General of the United
States prior to publication of this final
rule in the Federal Register. This final
rule is not a “major rule” as defined by
5 U.S.C. 804(2).

List of Subjects in 40 CFR Part 180

Environmental protection,
Administrative practice and procedure,
Agricultural commodities, Pesticides
and pests, Reporting and recordkeeping
requirements.

Dated: March 29, 2005.

Lois Rossi,
Director, Registration Division, Office of
Pesticide Programs.

m Therefore, 40 CFR chapter I is
amended as follows:

PART 180—[AMENDED]

m 1. The authority citation for part 180
continues to read as follows:

Authority: 21 U.S.C. 321(q), 346a and 371.

m 2. Section 180.511 is amended by
revising the entries for “Fruit, citrus”;
“Lettuce, head”; “Lettuce, leaf”’; and
“Vegetable, cucurbit” and by
alphabetically adding commodities in
the table in paragraph (a) to read as
follows:

§180.511 Buprofezin; tolerances for
residues.

(a) * * %

Expiration/
Commodity anritlﬁ Per | Revocation
Date

Acerola .............. 0.30 None
Atemoya ............ 0.30 None
Avocado ............ 0.30 None
Birida .....cc.oeuee. 0.30 None
Black sapote ..... 0.30 None
Canistel ............. 0.30 None
Cattle, kidney ... 0.05 None
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_ Parts per | EXpiration/ ENVIRONMENTAL PROTECTION (7505C), Office of Pesticide Programs,
Commodity million Revocation AGENCY Environmental Protection Agency, 1200
Date Pennsylvania Ave., NW., Washington,
R R R R . 40 CFR Part 180 DC 20460-0001; telephone number:
Cattle, meat .. 0.05 None ~[OPP-2005-0054; FRL~7701-6] (703) 308-9364; e-mail address: Sec-18-
- N . . . Mailbox@epamail.epa.gov.
Cherimoya ....... 0.30 None Triflumizole; Pestici_de Tolerances for SUPPLEMENTARY INFORMATION:
oi d* ied ’ i i i Emergency Exemptions 1. General Information
itrus, dri } . .
pﬂfp e 75 None gzizg;.(ggxgionmental Protection A. Does this Action Apply to Me?
Citrus, oil 80 None ACTION: Final rule You may be potentially affected by
’ ’ ’ ’ ’ ’ ' this action if you are an agricultural
Custard, apple . 0.30 None  gymmARY: This regulation establishes producer, food manufacturer, or
Feijoa oo 0.30 NOone  time-limited tolerances for combined pesticide manufacturer. Potentially
Fné'.t’ C|tr=1(s), o5 N residues of triflumizole in or on parsley, affected entities may include, but are
Fruitro;zme """" ’ 9" Jeaves; dandelion, lea\{es; swiss chard; not limited to: .
Crop Group collards; kale; kohlrabi; mustard greens; e Crop production (NAICS code 111)
11 o, 4.0 None Ccabbage, chinese, napa; broccoli; and ¢ Animal production (NAICS code
x * * * * coriander, leaves (cilantro). This action ~ 112)
Goat, kidney .... 0.05 None is in response to EPA’s granting of an ¢ Food manufacturing (NAICS code
Goat, meat ........ 0.05 None €mergency exemption under section 18  311)
* * * * * of the Federal Insecticide, Fungicide, e Pesticide manufacturing (NAICS
GUAYE oo 0.30 None and Rodenticide Act (FIFRA) code 32532)
. . . . . authorizing use of the pesticide on This l.isting is not intend(_ad to be )
Hog, kidney ....... 0.05 None parsley; dandelion; swiss chard; exhaustive, but raj[her PTPYlde? a guide
Hog, meat ........ 0.05 None collards; kale; kohlrabi; mustard greens; ~for readers regarding entities likely to be
« M . N . cabbage, chinese, napa; broccoli; and affe_ctced by th1s acpon. .Othe_r types of
Horse, kidney .... 0.05 None coriander, leaves (cilantro). This entities not listed in this unit could also
Horse, meat ...... 0.05 None regulation establishes maximum be affected. The North American
* * * * * permissible levels for residues of Industrial Classification System
llama ........cc.c..... 0.30 None triflumizole in these food commodities. ~ (NAICS) codes have been provided to
Jaboticaba ........ 0.30 None These tolerances will expire and are assist you and others in determining
* * * * * revoked on June 30, 2008. whether this action might apply to
Lettuce, head ... 5.0 None pATES: This regulation is effective April ~ Certain entities. If you have any
Lettuce, leaf ...... 13.0 None g 2005. Objections and requests for questions regarding the applicability of
Mamey sapote .. 0.30 None  hearings must be received on or before this action toa particular entity, consult
Mango .........c.... 0.30 None June 7, 2005. the person listed under FOR FURTHER
* * * * * . . INFORMATION CONTACT.
Papaya .............. 0.30 None AD.DRE.SSES: To SL.lbmlt a written . .
Passion fruit ... 0.30 None ob]egtlon. or hear'lng request follovy the B. HQW Can I Access Electronic Copies
Peach ... 90 None detailed instructions as provided in of this Document and Other Related
. . . . . Unit VII. of the SUPPLEMENTARY Information?
Sapodilla ........... 0.30 None 'NFORMATION. EPA has established a In addition to using EDOCKET
« N * x . _dockeft.for _thls action under Docket (http://www.epa.gov/edocket/), you may
Sheep, kidney ... 0.05 None identification (ID) number OPP-2005— access this Federal Register document
Sheep, meat ..... 0.05 None 0054. All documents in the docket are electronically through the EPA Internet
* * * * * listed in the EDOCKET index at under the ‘“Federal Register” listings at
Soursop ............ 0.30 None Ahttp://www.epa.gov/edocket. Although  hytp.//www.epa.gov/fedrgstr/. A
- - * * * listed in the index, some information is frequently updated electronic version of
Star apple 0.30 None ot publicly available, i.e., CBI or other  4q CFR part 180 is available at E-CFR
Starfruit oo 0.30 None mfor.matlon whose dlsclos.ure is Beta Site Two at http://
Sugar apple ...... 0.30 None restrlqted by statute. Ce.rtaln other . www.gpoaccess.gov/ecft/.
* * * * * material, such as copyrighted material, o
Vegetable, is not placed on the Internet and will be II. Background and Statutory Findings
Cucurbit, publicly available only in hard copy EPA, on its own initiative, in
Group 9 ......... 0.50 None form. Publicly available docket accordance with sections 408(e) and 408
Wax jambu ........ 0.30 None materials are available either (1)(6) of the Federal Food, Drug, and
. . . . R electronically in EDOCKET or in hard Cosmetic Act (FFDCA), 21 U.S.C. 346a,

[FR Doc. 05-7066 Filed 4—7—-05; 8:45 am|
BILLING CODE 6560-50-S

copy at the Public Information and
Records Integrity Branch (PIRIB), Rm.
119, Crystal Mall #2, 1801 S. Bell St.,
Arlington, VA. This docket facility is
open from 8:30 a.m. to 4 p.m., Monday
through Friday, excluding legal
holidays. The docket telephone number
is (703) 305-5805.

FOR FURTHER INFORMATION CONTACT:
Libby Pemberton, Registration Division

is establishing time-limited tolerances
for combined residues of the fungicide
triflumizole and its metabolites
containing the 4-chloro-2-
trifluoromethylaniline moiety,
calculated as the parent compound, in
or on parsley, leaves at 9.0 parts per
million (ppm); dandelion, leaves at 7.0
(ppm); swiss chard at 7.0 (ppm);
collards at 9.0 ppm; kale at 9.0 ppm;
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kohlrabi at 9.0 ppm; mustard greens at
9.0 ppm; cabbage, chinese, napa at 9.0
ppm; broccoli at 1.0 ppm; and
coriander, leaves (cilantro) at 9.0 ppm.
These tolerances will expire and are
revoked on June 30, 2008. EPA will
publish a document in the Federal
Register to remove the revoked
tolerances from the Code of Federal
Regulations.

Section 408(1)(6) of the FFDCA
requires EPA to establish a time-limited
tolerance or exemption from the
requirement for a tolerance for pesticide
chemical residues in food that will
result from the use of a pesticide under
an emergency exemption granted by
EPA under section 18 of FIFRA. Such
tolerances can be established without
providing notice or period for public
comment. EPA does not intend for its
actions on section 18 related tolerances
to set binding precedents for the
application of section 408 of the FFDCA
to other tolerances and exemptions.
Section 408(e) of the FFDCA allows EPA
to establish a tolerance or an exemption
from the requirement of a tolerance on
its own initiative, i.e., without having
received any petition from an outside
party.

Section 408(b)(2)(A)(i) of the FFDCA
allows EPA to establish a tolerance (the
legal limit for a pesticide chemical
residue in or on a food) only if EPA
determines that the tolerance is ““safe.”
Section 408(b)(2)(A)(ii) of the FFDCA
defines ‘“‘safe” to mean that “there is a
reasonable certainty that no harm will
result from aggregate exposure to the
pesticide chemical residue, including
all anticipated dietary exposures and all
other exposures for which there is
reliable information.” This includes
exposure through drinking water and in
residential settings, but does not include
occupational exposure. Section
408(b)(2)(C) of the FFDCA requires EPA
to give special consideration to
exposure of infants and children to the
pesticide chemical residue in
establishing a tolerance and to “ensure
that there is a reasonable certainty that
no harm will result to infants and
children from aggregate exposure to the
pesticide chemical residue. . . .”

Section 18 of the FIFRA authorizes
EPA to exempt any Federal or State
agency from any provision of FIFRA, if
EPA determines that “emergency
conditions exist which require such
exemption.” EPA has established
regulations governing such emergency
exemptions in 40 CFR part 166.

ITI. Emergency Exemption for
Triflumizole on Various Commodities
and FFDCA Tolerances

Texas has declared a crisis exemption
under FIFRA section 18 for the use of
triflumizole on parsley; dandelion;
swiss chard; collards; kale; kohlrabi;
mustard greens; cabbage, chinese, napa;
broccoli; and coriander, leaves (cilantro)
for control of powdery mildew. Texas
states the effective control of powdery
mildew over the 70 to 90—day growing
season requires two additional
applications of a systemic pesticide
beyond those permitted on the currently
registered alternative labels.

As part of its assessment of this
emergency exemption, EPA assessed the
potential risks presented by residues of
triflumizole in or on parsley; dandelion;
swiss chard; collards; kale; kohlrabi;
mustard greens; cabbage, chinese napa;
broccoli; and coriander, leaves
(cilantro). In doing so, EPA considered
the safety standard in section 408(b)(2)
of the FFDCA, and EPA decided that the
necessary time-limited tolerances under
section 408(1)(6) of the FFDCA would be
consistent with the safety standard and
with FIFRA section 18. Consistent with
the need to move quickly on the
emergency exemption in order to
address an urgent non-routine situation
and to ensure that the resulting food is
safe and lawful, EPA is issuing these
time-limited tolerances without notice
and opportunity for public comment as
provided in section 408(1)(6) of the
FFDCA. Although these tolerances will
expire and are revoked on June 30,
2008, under section 408(1)(5) of the
FFDCA, residues of the pesticide not in
excess of the amounts specified in the
tolerances remaining in or on parsley,
leaves; dandelion, leaves; swiss chard;
collards; kale; kohlrabi; mustard greens;
cabbage, chinese napa; broccoli; and
coriander, leaves (cilantro) after that
date will not be unlawful, provided the
pesticide is applied in a manner that
was lawful under FIFRA, and the
residues do not exceed a level that was
authorized by these tolerances at the
time of that application. EPA will take
action to revoke these tolerances earlier
if any experience with, scientific data
on, or other relevant information on this
pesticide indicate that the residues are
not safe.

Because these tolerances are being
approved under emergency conditions,
EPA has not made any decisions about
whether triflumizole meets EPA’s
registration requirements for use on
parsley; dandelion; swiss chard;
collards; kale; kohlrabi; mustard greens;
cabbage, chinese napa; broccoli; and
coriander, leaves (cilantro) or whether

permanent tolerances for this use would
be appropriate. Under these
circumstances, EPA does not believe
that these tolerances serve as a basis for
registration of triflumizole by a State for
special local needs under FIFRA section
24(c). Nor do these tolerances serve as
the basis for any State other than Texas
to use this pesticide on these crops
under section 18 of FIFRA without
following all provisions of EPA’s
regulations implementing FIFRA section
18 as identified in 40 CFR part 166. For
additional information regarding the
emergency exemption for triflumizole,
contact the Agency’s Registration
Division at the address provided under
FOR FURTHER INFORMATION CONTACT.

IV. Aggregate Risk Assessment and
Determination of Safety

EPA performs a number of analyses to
determine the risks from aggregate
exposure to pesticide residues. For
further discussion of the regulatory
requirements of section 408 of the
FFDCA and a complete description of
the risk assessment process, see the final
rule on Bifenthrin Pesticide Tolerances
(62 FR 62961, November 26, 1997)
(FRL-5754-7).

Consistent with section 408(b)(2)(D)
of the FFDCA, EPA has reviewed the
available scientific data and other
relevant information in support of this
action. EPA has sufficient data to assess
the hazards of triflumizole and to make
a determination on aggregate exposure,
consistent with section 408(b)(2) of the
FFDCA, for time-limited tolerances for
combined residues of triflumizole in or
on parsley, leaves at 9.0 parts per
million (ppm); dandelion, leaves at 7.0
(ppm); swiss chard at 7.0 (ppm);
collards at 9.0 ppm; kale at 9.0 ppm;
kohlrabi at 9.0 ppm; mustard greens at
9.0 ppm; cabbage, chinese, napa; at 9.0
ppm; broccoli at 1.0 ppm; and
coriander, leaves at 9.0 ppm. EPA’s
assessment of the dietary exposures and
risks associated with establishing the
tolerances follows.

A. Toxicological Endpoints

The dose at which no adverse effects
are observed (the NOAEL) from the
toxicology study identified as
appropriate for use in risk assessment is
used to estimate the toxicological
endpoint. However, the lowest dose at
which adverse effects of concern are
identified (the LOAEL) is sometimes
used for risk assessment if no NOAEL
was achieved in the toxicology study
selected. An uncertainty factor (UF) is
applied to reflect uncertainties inherent
in the extrapolation from laboratory
animal data to humans and in the
variations in sensitivity among members
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of the human population as well as
other unknowns. An UF of 100 is
routinely used, 10X to account for
interspecies differences and 10X for
intraspecies differences.

For dietary risk assessment (other
than cancer) the Agency uses the UF to
calculate an acute or chronic reference
dose (acute RID or chronic RfD) where
the RID is equal to the NOAEL divided
by the appropriate UF (RfD = NOAEL/
UF). The Food Quality Protection Act of
1996 (FQPA) added to FFDCA section
408(b)(2)(C) an additional safety factor
to protect children’s health. Where this
additional FQPA safety factor is
retained, this additional factor is
applied to the RID by dividing the RfD
by such additional factor. The acute or
chronic Population Adjusted Dose
(aPAD or cPAD) is a modification of the

RID to accommodate this type of FQPA
SF.

For non-dietary risk assessments
(other than cancer) the UF is used to
determine the level of concern (LOC).
For example, when 100 is the
appropriate UF (10X to account for
interspecies differences and 10X for
intraspecies differences) the LOC is 100.
To estimate risk, a ratio of the NOAEL
to exposures (margin of exposure (MOE)
= NOAEL/exposure) is calculated and
compared to the LOC.

The linear default risk methodology
(Q*) is the primary method currently
used by the Agency to quantify
carcinogenic risk. The Q* approach
assumes that any amount of exposure
will lead to some degree of cancer risk.
A Q* is calculated and used to estimate
risk which represents a probability of

occurrence of additional cancer cases
(e.g., risk is expressed as 1 x 10-¢ or one
in a million). Under certain specific
circumstances, MOE calculations will
be used for the carcinogenic risk
assessment. In this non- linear
approach, a “point of departure” is
identified below which carcinogenic
effects are not expected. The point of
departure is typically a NOAEL based
on an endpoint related to cancer effects
though it may be a different value
derived from the dose response curve.
To estimate risk, a ratio of the point of
departure to exposure (MOEcancer = point
of departure/exposures) is calculated. A
summary of the toxicological endpoints
for triflumizole used for human risk
assessment is shown in the following
Table 1:

TABLE 1.—SUMMARY OF TOXICOLOGICAL DOSE AND ENDPOINTS FOR TRIFLUMIZOLE FOR USE IN HUMAN RISK

ASSESSMENT!

Exposure Scenario

Dose Used in Risk Assess-
ment, UF

FQPA SF and Endpoint for
Risk Assessment

Study and Toxicological Effects

Acute Dietary (females 13-50

years of age)

NOAEL = 10 mg/kg/day
UF =100
Acute RfD = 0.1 mg/kg/day

FQPA SF = 1X
aPAD = acute RfD/FQPA
SF = 0.1 mg/kg/day

Developmental Toxicity Study - Rat

Developmental LOAEL = 35 mg/kg/day based
on decreased numbers of viable fetuses, in-
creased dead or resorbed fetuses, increased
numbers of late resorptions, decreased fetal
body weight, and increased incidences of
cervical ribs

Acute Dietary (general U.S. pop-
ulation) (including infant and

children)

NOAEL = 25 mg/kg/day

UF =100

Acute RfD = 0.25 mg/kg/
day

FQPA SF = 1X
aPAD = acute RfD/FQPA
SF = 0.03 mg/kg/day

Acute Neurotoxicity Study - Rat

LOAEL = 100 mg/kg/day based on functional
observational  battery findings  (neuro-
muscular impairment) and decreased loco-
motor activity

Chronic Dietary (all populations)

NOAEL= 1.5 mg/kg/day

UF =100

Chronic RfD = 0.015 mg/
kg/day

FQPA SF = 1X

cPAD = chronic/RfD

FQPA SF = 0.015 mg/kg/
day

Multi-generation Reproduction Study - Rat

Reproductive LOAEL = 3.5 mg/kg/day based
on increased gestation length in dams of the
F3, interval

Short-Term Oral (1-30 days)

(Residential)

Oral NOAEL = 8.5 mg/kg/
day

LOC for MOE = 100
(Residential, includes the
FQPA SF)

Multi-generation Reproduction Study - Rat
LOAEL = 21 mg/kg/day, based on decreased
body weight gain in pups during lactation

Intermediate-Term Oral (1-6
months)
(Residential)

Oral NOAEL = 8.5 mg/kg/
day

LOC for MOE = 100
(Residential, includes the
FQPA SF)

Multi-generation Reproduction Study - Rat

LOAEL = 21 mg/kg/day, based on decreased
body weight gain in pups during lactation
and decreased body weight and body weight
gain in parental animals

Short-Term Dermal (1-30 days)

(Occupational/Residential)

Oral NOAEL= 8.5 mg/kg/
day (dermal absorption
rate = 3.5%)

LOC for MOE = 100

(Occupational)

LOC for MOE = 100

(Residential, includes the
FQPA SF)

Multi-generation Reproduction Study - Rat
LOAEL = 21 mg/kg/day, based on decreased
body weight gain in pups during lactation

Intermediate- and Long-Term
Dermal (1-6 months and 6

month or longer)
(Occupational/Residential)

Oral NOAEL = 1.5 mg/kg/
day (dermal absorption
rate = 3.5%)

LOC for MOE = 100

(Occupational)

LOC for MOE = 100

(Residential, includes the
FQPA SF)

Multi-generation Reproduction Study - Rat

LOAEL = 3.5 mg/kg/day based on increased
gestation length in the dams of the F3, inter-
val
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TABLE 1.—SUMMARY OF TOXICOLOGICAL DOSE AND ENDPOINTS FOR TRIFLUMIZOLE FOR USE IN HUMAN RISK
ASSESSMENT!'—Continued

Exposure Scenario

Dose Used in Risk Assess-
ment, UF

FQPA SF and Endpoint for
Risk Assessment

Study and Toxicological Effects

Short-Term Inhalation (1-30
days)
(Occupational/Residential)

Oral NOAEL= 8.5 mg/kg/
day (inhalation absorp-
tion rate = 100%)

LOC for MOE = 100

(Occupational)

LOC for MOE = 100

(Residential, includes the
FQPA SF)

Multi-generation Reproduction Study - Rat
LOAEL = 21 mg/kg/day, based on decreased
body weight gain in pups during lactation

halation (1-6 months and 6
month or longer)

Intermediate- and Long-Term In-

Oral NOAEL = 1.5 mg/kg/
day (inhalation absorp-
tion rate = 100%)

LOC for MOE = 100
(Occupational)
LOC for MOE = 100

(Occupational/Residential)

(Residential, includes the
FQPA SF)

Multi-generation Reproduction Study - Rat

LOAEL = 3.5 mg/kg/day based on increased
gestation length in the dams of the Fs, inter-
val

Cancer (oral, dermal, inhalation)

Evidence for non-carcino-
genicity for humans

Not applicable

Combined Chronic

Toxicity/Carcinogenicity Study - Rat
Carcinogenicity Study - Mouse

No evidence of carcinogenicity in rats and mice

1UF = uncertainty factor, FQPA SF = FQPA safety factor, NOAEL = no observed adverse effect level, LOAEL = lowest observed adverse ef-
fect level, PAD = population adjusted dose (a = acute, ¢ = chronic) RfD = reference dose, MOE = margin of exposure, LOC = level of concern.

B. Exposure Assessment

1. Dietary exposure from food and
feed uses. Tolerances have been
established (40 CFR 180.476) for the
combined residues of triflumizole, in or
on a variety of raw agricultural
commodities. Risk assessments were
conducted by EPA to assess dietary
exposures from triflumizole in food as
follows:

i. Acute exposure. Acute dietary risk
assessments are performed for a food-
use pesticide if a toxicological study has
indicated the possibility of an effect of
concern occurring as a result of a 1-day
or single exposure. The Dietary
Exposure Evaluation Model (DEEMTM)
analysis evaluated the individual food
consumption as reported by
respondents in the USDA 1994-1996
and 1998 nationwide Continuing
Surveys of Food Intake by Individuals
(CSF1I) and accumulated exposure to
the chemical for each commodity. The
following assumptions were made for
the acute exposure assessments:
Tolerance level residues and 100% crop
treated for all registered and proposed
uses.

ii. Chronic exposure. In conducting
this chronic dietary risk assessment the
DEEM™ analysis evaluated the
individual food consumption as
reported by respondents in the USDA
1994-1996 and 1998 nationwide CSFII
and accumulated exposure to the
chemical for each commodity. The
following assumptions were made for
the chronic exposure assessments: A
refined, chronic dietary exposure
assessment was performed for the
general U.S. population and various
population subgroups using anticipated
residues (ARs) from average field trial

residues for apple, grape, pear, cherry,
cucurbit, strawberry, and milk
commodities; registered and proposed
tolerances for all other commodities;
percent crop treated (CT) information
for apple, grape and pear commodities;
and 100% CT information for all other
uses.

iii. Cancer. Triflumizole has been
classified as not likely to be
carcinogenic to humans. Therefore, a
quantitative exposure assessment was
not conducted to assess cancer risk.

iv. Anticipated residue and percent
crop treated (PCT) information. Section
408(b)(2)(E) of the FFDCA authorizes
EPA to use available data and
information on the anticipated residue
levels of pesticide residues in food and
the actual levels of pesticide chemicals
that have been measured in food. If EPA
relies on such information, EPA must
pursuant to section 408(f)(1) require that
data be provided 5 years after the
tolerance is established, modified, or
left in effect, demonstrating that the
levels in food are not above the levels
anticipated. Following the initial data
submission, EPA is authorized to
require similar data on a time frame it
deems appropriate. For the present
action, EPA will issue such Data Call-
Ins for information relating to
anticipated residues as are required by
FFDCA section 408(b)(2)(E) and
authorized under FFDCA section
408(f)(1). Such Data Call-Ins will be
required to be submitted no later than
5 years from the date of issuance of this
tolerance.

The Agency used PCT information for
the registered uses on grape, apple, and
pear. EPA based these assumptions on
use data for the period 1996 to 1997 and

1998. For all other registered uses as
well as these uses, EPA assumed that
100% of the U.S. crop would be treated
with triflumizole.

The Agency believes that the three
conditions previously discussed have
been met. With respect to Condition 1,
PCT estimates are derived from Federal
and private market survey data, which
are reliable and have a valid basis. EPA
uses a weighted average PCT for chronic
dietary exposure estimates. This
weighted average PCT figure is derived
by averaging State-level data for a
period of up to 10 years, and weighting
for the more robust and recent data. A
weighted average of the PCT reasonably
represents a person’s dietary exposure
over a lifetime, and is unlikely to
underestimate exposure to an individual
because of the fact that pesticide use
patterns (both regionally and nationally)
tend to change continuously over time,
such that an individual is unlikely to be
exposed to more than the average PCT
over a lifetime. For acute dietary
exposure estimates, EPA uses an
estimated maximum PCT. The exposure
estimates resulting from this approach
reasonably represent the highest levels
to which an individual could be
exposed, and are unlikely to
underestimate an individual’s acute
dietary exposure. The Agency is
reasonably certain that the percentage of
the food treated is not likely to be an
underestimation. As to Conditions 2 and
3, regional consumption information
and consumption information for
significant subpopulations is taken into
account through EPA’s computer-based
model for evaluating the exposure of
significant subpopulations including
several regional groups. Use of this
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consumption information in EPA’s risk
assessment process ensures that EPA’s
exposure estimate does not understate
exposure for any significant
subpopulation group and allows the
Agency to be reasonably certain that no
regional population is exposed to
residue levels higher than those
estimated by the Agency. Other than the
data available through national food
consumption surveys, EPA does not
have available information on the
regional consumption of food to which
triflumizole may be applied in a
particular area.

2. Dietary exposure from drinking
water. The Agency lacks sufficient
monitoring exposure data to complete a
comprehensive dietary exposure
analysis and risk assessment for
triflumizole in drinking water. Because
the Agency does not have
comprehensive monitoring data,
drinking water concentration estimates
are made by reliance on simulation or
modeling taking into account data on
the physical characteristics of
triflumizole.

The Agency uses the First Index
Reservoir Screening Tool (FIRST) or the
Pesticide Root Zone/Exposure Analysis
Modeling System (PRZM/EXAMS) to
produce estimates of pesticide
concentrations in an index reservoir.
The Screening Concentrations in
Groundwater (SCI-GROW) model is
used to predict pesticide concentrations
in shallow ground water. For a
screening-level assessment for surface
water, EPA will generally use FIRST (a
Tier 1 model) before using PRZM/
EXAMS (a Tier 2 model). The FIRST
model is a subset of the PRZM/EXAMS
model that uses a specific high-end
runoff scenario for pesticides. While
both FIRST and PRZM/EXAMS
incorporate an index reservoir
environment, the PRZM/EXAMS model
includes a percent crop area factor as an
adjustment to account for the maximum
percent crop coverage within a
watershed or drainage basin.

None of these models include
consideration of the impact processing
(mixing, dilution, or treatment) of raw
water for distribution as drinking water
would likely have on the removal of
pesticides from the source water. The
primary use of these models by the
Agency at this stage is to provide a
coarse screen for sorting out pesticides
for which it is highly unlikely that
drinking water concentrations would
ever exceed human health levels of
concern.

Since the models used are considered
to be screening tools in the risk
assessment process, the Agency does
not use estimated environmental

concentrations (EECs) from these
models to quantify drinking water
exposure and risk as a %R{D or %PAD.
Instead, drinking water levels of
comparison (DWLOCs) are calculated
and used as a point of comparison
against the model estimates of a
pesticide’s concentration in water.
DWLOG:s are theoretical upper limits on
a pesticide’s concentration in drinking
water in light of total aggregate exposure
to a pesticide in food, and from
residential uses. Since DWLOCs address
total aggregate exposure to triflumizole
they are further discussed in the
aggregate risk sections below.

Based on the FIRST and SCI-GROW
models the estimated environmental
concentrations (EECs) of triflumizole for
acute exposures are estimated to be 191
parts per billion (ppb) for surface water
and 0.12 ppb for ground water. The
EEG:s for chronic exposures are
estimated to be 40 ppb for surface water
and 0.12 ppb for ground water.

3. From non-dietary exposure. The
term “‘residential exposure” is used in
this document to refer to non-
occupational, non-dietary exposure
(e.g., for lawn and garden pest control,
indoor pest control, termiticides, and
flea and tick control on pets).

Triflumizole is not registered for use
on any sites that would result in
residential exposure.

4. Cumulative effects from substances
with a common mechanism of toxicity.
Section 408(b)(2)(D)(v) of the FFDCA
requires that, when considering whether
to establish, modify, or revoke a
tolerance, the Agency consider
“available information” concerning the
cumulative effects of a particular
pesticide’s residues and “‘other
substances that have a common
mechanism of toxicity.”

Unlike other pesticides for which EPA
has followed a cumulative risk approach
based on a common mechanism of
toxicity, EPA has not made a common
mechanism of toxicity finding as to
triflumizole and any other substances
and triflumizole does not appear to
produce a toxic metabolite produced by
other substances. For the purposes of
this tolerance action, therefore, EPA has
not assumed that triflumizole has a
common mechanism of toxicity with
other substances. For information
regarding EPA’s efforts to determine
which chemicals have a common
mechanism of toxicity and to evaluate
the cumulative effects of such
chemicals, see the policy statements
released by EPA’s Office of Pesticide
Programs concerning common
mechanism determinations and
procedures for cumulating effects from
substances found to have a common

mechanism on EPA’s website at http://
www.epa.gov/pesticides/cumulative/.

C. Safety Factor for Infants and Children

1. In general. Section 408(b)(2)(C) of
the FFDCA provides that EPA shall
apply an additional tenfold margin of
safety for infants and children in the
case of threshold effects to account for
prenatal and postnatal toxicity and the
completeness of the database on toxicity
and exposure unless EPA determines
that a different margin of safety will be
safe for infants and children. Margins of
safety are incorporated into EPA risk
assessments either directly through use
of a MOE analysis or through using
uncertainty (safety) factors in
calculating a dose level that poses no
appreciable risk to humans.

2. Prenatal and postnatal sensitivity.
There is qualitative evidence of
increased susceptibility demonstrated in
the oral prenatal developmental toxicity
studies in rats. Developmental toxicity
resulted in fetal death as compared to
maternal toxicity which included
decreases in body weight gain and food
consumption and increases in placental,
spleen and liver weights at the same
dosages. No quantitative or qualitative
evidence of increased susceptibility was
demonstrated in the prenatal
developmental toxicity studies in
rabbits or the multi-generation
reproduction studies in rats. In the
rabbit developmental studies, 24—hour
fetal survival was decreased at the
highest dose tested. This endpoint is not
a recommended guideline parameter
and is generally believed to have limited
value in the assessment of development
toxicity; rather, it is more an indicator
of fetal endurance in the absence of
critical maternal care, following removal
from the uterus. The Hazard
Identification Assessment Review
Committee did not consider this effect
to be a measurement of treatment-
related effects on fetal viability and,
thus, did not consider it to be relevant
to the assessment of fetal susceptibility.
There was no evidence of quantitative
or qualitative susceptibility in the 2—
generation reproduction study in rats. In
that study, increased gestation length
was observed at the study LOAEL. In
rats, this alteration in normal
reproductive function can result in
equally adverse consequences (i.e.,
mortality) in both dams and offspring.

3. Conclusion. In the Agency’s
previous triflumizole human health risk
assessment, the following toxicity
studies were determined to be data gaps:
A 28—day rat inhalation study Guideline
Number (GLN) 870.3465)), acute rat
neurotoxicity study (GLN 870.6200),
and subchronic rat neurotoxicity study
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(GLN 870.6200). The acute and sub-
chronic neurotoxicity studies have been
submitted, reviewed by the Agency and
determined to be acceptable. As a result,
the following has changed: (1) Selection
of an acute endpoint for the general U.S.
population (including infants and
children); and (2) the removal of the 3x
database uncertainty factor (UFDB). All
other aspects of the most recent risk
assessment remain unchanged.

As acceptable acute and sub-chronic
neurotoxicity studies have been
submitted, the Agency has determined
that the 3x UFDB should be removed
from the acute and chronic RfDs. In
addition, the FQPA SFC recommended
a special FQPA SF be reduced to 1x.
The Agency has re-evaluated the quality
of the exposure and hazard data; and,
based on these data, concluded that the
special FQPA SF remain at 1x. The
conclusion is based on the following:

e The toxicity database is complete
for FQPA assessment.

e There was no quantitative or
qualitative evidence of increased
susceptibility in the rabbit fetuses
following in utero exposure or the rat
following prenatal and postnatal
exposure in the rat reproduction study.

e There was evidence of qualitative
susceptibility in the developmental rat
study; however, there are no residual
uncertainties, and the use of the
developmental NOAEL and the
endpoint for the acute RfD for females
13 to 50 would be protective of the
prenatal toxicity following an acute
dietary exposure.

e There is no evidence of increased
quantitative or qualitative susceptibility
in the rat developmental neurotoxicity
study.

e The acute dietary food exposure
assessment utilizes existing and
proposed tolerance level residues and
100% CT information for all
commodities. By using these screening-
level assessments, actual exposures/
risks will not be underestimated.

e The chronic dietary food exposure
assessment utilizes ARs and % CT data
verified for several existing uses. For all
proposed use, tolerance-level residue
and 100% CT is assumed. The chronic
assessment is somewhat refined and
based on reliable data and will not
underestimate exposure/risk.

e The dietary drinking water
assessment utilizes water concentration
values generated by model and
associated modeling parameters which
are designed to provide conservative,
health-protective, high-end estimates of
water concentrations which will not
likely be exceeded.

o There are no registered or proposed
uses of triflumizole that would result in
residential exposure.

D. Aggregate Risks and Determination of
Safety

To estimate total aggregate exposure
to a pesticide from food, drinking water,
and residential uses, the Agency
calculates DWLOCs which are used as a
point of comparison against the model
estimates of a pesticide’s concentration
in water (EECs). DWLOC values are not
regulatory standards for drinking water.
DWLOC:s are theoretical upper limits on
a pesticide’s concentration in drinking
water in light of total aggregate exposure
to a pesticide in food and residential
uses. In calculating a DWLOC, the
Agency determines how much of the
acceptable exposure (i.e., the Populated
adjusted dose (PAD)) is available for
exposure through drinking water (e.g.,
allowable chronic water exposure (mg/
kg/day) = cPAD - (average food +
chronic non-dietary, non-occupational
exposure). This allowable exposure
through drinking water is used to
calculate a DWLOC.

A DWLOC will vary depending on the
toxic endpoint, drinking water
consumption, and body weights. Default
body weights and consumption values
as used by the USEPA, Office of Water
are used to calculate DWLOCs: 2 liter

(L)/70 kg (adult male), 2L/60 kg (adult
female), and 1L/10 kg (child). Default
body weights and drinking water
consumption values vary on an
individual basis. This variation will be
taken into account in more refined
screening-level and quantitative
drinking water exposure assessments.
Different populations will have different
DWLOCs. Generally, a DWLOC is
calculated for each type of risk
assessment used: Acute, short-term,
intermediate-term, chronic, and cancer.

When EECs for surface water and
ground water are less than the
calculated DWLOCs, OPP concludes
with reasonable certainty that exposures
to triflumizole in drinking water (when
considered along with other sources of
exposure for which OPP has reliable
data) would not result in unacceptable
levels of aggregate human health risk at
this time. Because OPP considers the
aggregate risk resulting from multiple
exposure pathways associated with a
pesticide’s uses, levels of comparison in
drinking water may vary as those uses
change. If new uses are added in the
future, OPP will reassess the potential
impacts of triflumizole on drinking
water as a part of the aggregate risk
assessment process.

1. Acute risk. Using the exposure
assumptions discussed in this unit for
acute exposure, the acute dietary
exposure from food to triflumizole will
occupy 6% of the aPAD for the U.S.
population, 9% of the aPAD for females
13 to 49 years old, and 21% of the aPAD
for children 1 to 2 years old, the
population at greatest exposure. In
addition, despite the potential for acute
dietary exposure to triflumizole in
drinking water, after calculating
DWLOGs and comparing them to
conservative model EECs of triflumizole
in surface water and ground water, EPA
does not expect the aggregate exposure
to exceed 100% of the aPAD, as shown
in the following Table 2:

TABLE 2.—AGGREGATE RISK ASSESSMENT FOR ACUTE EXPOSURE TO TRIFLUMIZOLE

o Surface Ground Acute
Population Subgroup aPAkDg)(mg/ /EF?)%Q)D Water EEC | Water EEC DWLOC
(ppb) (ppb) (ppb)
U.S. population (total) 0.25 5 191 0.12 8,300
Females, (13-49 years) 0.1 9 191 0.12 2,700
All Infants (<1 year old) 0.25 11 191 0.12 2,200
Children (1-2 years old) 0.25 21 191 0.12 2,000

2. Chronic risk. Using the exposure
assumptions described in this unit for
chronic exposure, EPA has concluded

that exposure to triflumizole from food
will utilize 5% of the cPAD for the U.S.
population, 4% of the cPAD for all

infants (<1 year old) and 13% of the
cPAD for children 1 to 2 years old, the
subpopulation at greatest exposure.
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There are no residential uses for
triflumizole that result in chronic
residential exposure to triflumizole. In
addition, despite the potential for

chronic dietary exposure to triflumizole
in drinking water, after calculating
DWLOCs and comparing them to
conservative model EECs of triflumizole

in surface water and ground water, EPA
does not expect the aggregate exposure
to exceed 100% of the cPAD, as shown
in the following Table 3:

TABLE 3.—AGGREGATE RISK ASSESSMENT FOR CHRONIC (NON- CANCER) EXPOSURE TO TRIFLUMIZOLE

o Surface Ground Chronic
Population Subgroup Ci’g%;‘/g/ ?F%E’SP Water EEC | Water EEC DWLOC
(ppb) (ppb) (ppb)
U.S. population 0.015 5 40 0.12 500
Children (1-2 years old) 0.015 13 40 0.12 130
Infants (<1 year old) 0.015 4 40 0.12 140

3. Short-term and intermediate-term
risk. Short-term and intermediate-term
aggregate exposure assessments take
into account residential exposure plus
chronic exposure to food and water
(considered to be a background
exposure level). For triflumizole, the
Agency did not perform short-term or
intermediate-term assessments because
there are currently no registered or
proposed uses for homeowner
application and residential post-
application exposures are expected to be
negligible.

4. Aggregate cancer risk for U.S.
population. Since triflumizole has been
determined not to be carcinogenic, it is
not expected to pose a cancer risk.

5. Determination of safety. Based on
these risk assessments, EPA concludes
that there is a reasonable certainty that
no harm will result to the general
population, and to infants and children
from aggregate exposure to triflumizole
residues.

V. Other Considerations
A. Analytical Enforcement Methodology

Adequate enforcement methodology
(gas chromatography/mass spectrometry
detector (GC/MSD) method (Morse
Method METH-115, Revision #3)) is
available to enforce the tolerance
expression. The method may be
requested from: Chief, Analytical
Chemistry Branch, Environmental
Science Center, 701 Mapes Rd., Ft.
Meade, MD 20755-5350; telephone
number: (410) 305—2905; e-mail address:
residuemethods@epa.gov.

B. International Residue Limits

There are no Codex, Canadian or
Mexican maximum residue limits
established for triflumizole residues in/
on crop commodities. Therefore, no
compatibility issues exist with regard to
the proposed U.S. tolerances discussed
in this risk assessment.

C. Conditions

The petitioner should submit
adequate limited field rotational crop
data on wheat at plant-back intervals
longer than 120 days. Alternatively, the
petitioner has the option of submitting
a full set of residue field trials on all
intended rotational crops other than
leafy and root vegetables.

VI. Conclusion

Therefore, tolerances are established
for combined residues of triflumizole
and its metabolites containing the 4-
chloro-2-trifluoromethylaniline moiety,
calculated as the parent compound, in
or on parsley, leaves at 9.0 ppm;
dandelion, leaves at 7.0 ppm; swiss
chard at 7.0 ppm; collards at 9.0 ppm;
kale at 9.0 ppm; kohlrabi at 9.0 ppm;
mustard greens at 9.0 ppm; cabbage,
chinese, napa at 9.0 ppm; broccoli at 1.0
ppm; and coriander, leaves at 9.0 ppm.

VII. Objections and Hearing Requests

Under section 408(g) of the FFDCA,
any person may file an objection to any
aspect of this regulation and may also
request a hearing on those objections.
The EPA procedural regulations which
govern the submission of objections and
requests for hearings appear in 40 CFR
part 178. Although the procedures in
those regulations require some
modification to reflect the amendments
made to the FFDCA by the FQPA, EPA
will continue to use those procedures,
with appropriate adjustments, until the
necessary modifications can be made.
The new section 408(g) of the FFDCA
provides that the period for filing
objections is now 60 days, rather than
30 days.

A. What Do I Need to Do to File an
Objection or Request a Hearing?

You must file your objection or
request a hearing on this regulation in
accordance with the instructions
provided in this unit and in 40 CFR part
178. To ensure proper receipt by EPA,
you must identify docket ID number

OPP-2005-0054 in the subject line on
the first page of your submission. All
requests must be in writing, and must be
mailed or delivered to the Hearing Clerk
on or before June 7, 2005.

1. Filing the request. Your objection
must specify the specific provisions in
the regulation that you object to, and the
grounds for the objections (40 CFR
178.25). If a hearing is requested, the
objections must include a statement of
the factual issues(s) on which a hearing
is requested, the requestor’s contentions
on such issues, and a summary of any
evidence relied upon by the objector (40
CFR 178.27). Information submitted in
connection with an objection or hearing
request may be claimed confidential by
marking any part or all of that
information as CBI. Information so
marked will not be disclosed except in
accordance with procedures set forth in
40 CFR part 2. A copy of the
information that does not contain CBI
must be submitted for inclusion in the
public record. Information not marked
confidential may be disclosed publicly
by EPA without prior notice.

Mail your written request to: Office of
the Hearing Clerk (1900L),
Environmental Protection Agency, 1200
Pennsylvania Ave., NW., Washington,
DC 20460-0001. You may also deliver
your request to the Office of the Hearing
Clerk in Suite 350, 1099 14th St., NW.,
Washington, DC 20005. The Office of
the Hearing Clerk is open from 8 a.m.
to 4 p.m., Monday through Friday,
excluding legal holidays. The telephone
number for the Office of the Hearing
Clerk is (202) 564—6255.

2. Copies for the Docket. In addition
to filing an objection or hearing request
with the Hearing Clerk as described in
Unit VILA., you should also send a copy
of your request to the PIRIB for its
inclusion in the official record that is
described in ADDRESSES. Mail your
copies, identified by the docket ID
number OPP—-2005-0054, to: Public
Information and Records Integrity
Branch, Information Resources and
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Services Division (7502C), Office of
Pesticide Programs, Environmental
Protection Agency, 1200 Pennsylvania
Ave., NW., Washington, DC 20460—
0001. In person or by courier, bring a
copy to the location of the PIRIB
described in ADDRESSES. You may also
send an electronic copy of your request
via e-mail to: opp-docket@epa.gov.
Please use an ASCII file format and
avoid the use of special characters and
any form of encryption. Copies of
electronic objections and hearing
requests will also be accepted on disks
in WordPerfect 6.1/8.0 or ASCII file
format. Do not include any CBI in your
electronic copy. You may also submit an
electronic copy of your request at many
Federal Depository Libraries.

B. When Will the Agency Grant a
Request for a Hearing?

A request for a hearing will be granted
if the Administrator determines that the
material submitted shows the following:
There is a genuine and substantial issue
of fact; there is a reasonable possibility
that available evidence identified by the
requestor would, if established resolve
one or more of such issues in favor of
the requestor, taking into account
uncontested claims or facts to the
contrary; and resolution of the factual
issues(s) in the manner sought by the
requestor would be adequate to justify
the action requested (40 CFR 178.32).

VIII. Statutory and Executive Order
Reviews

This final rule establishes time-
limited tolerances under section 408 of
the FFDCA. The Office of Management
and Budget (OMB) has exempted these
types of actions from review under
Executive Order 12866, entitled
Regulatory Planning and Review (58 FR
51735, October 4, 1993). Because this
rule has been exempted from review
under Executive Order 12866 due to its
lack of significance, this rule is not
subject to Executive Order 13211,
Actions Concerning Regulations That
Significantly Affect Energy Supply,
Distribution, or Use (66 FR 28355, May
22, 2001). This final rule does not
contain any information collections
subject to OMB approval under the
Paperwork Reduction Act (PRA), 44
U.S.C. 3501 et seq., or impose any
enforceable duty or contain any
unfunded mandate as described under
Title II of the Unfunded Mandates
Reform Act of 1995 (UMRA) (Public
Law 104—4). Nor does it require any
special considerations under Executive
Order 12898, entitled Federal Actions to
Address Environmental Justice in
Minority Populations and Low-Income
Populations (59 FR 7629, February 16,

1994); or OMB review or any Agency
action under Executive Order 13045,
entitled Protection of Children from
Environmental Health Risks and Safety
Risks (62 FR 19885, April 23, 1997).
This action does not involve any
technical standards that would require
Agency consideration of voluntary
consensus standards pursuant to section
12(d) of the National Technology
Transfer and Advancement Act of 1995
(NTTAA), Public Law 104—113, section
12(d) (15 U.S.C. 272 note). Since
tolerances and exemptions that are
established on the basis of a FIFRA
section 18 exemption under section 408
of the FFDCA, such as the tolerances in
this final rule, do not require the
issuance of a proposed rule, the
requirements of the Regulatory
Flexibility Act (RFA) (5 U.S.C. 601 et
seq.) do not apply. In addition, the
Agency has determined that this action
will not have a substantial direct effect
on States, on the relationship between
the national government and the States,
or on the distribution of power and
responsibilities among the various
levels of government, as specified in
Executive Order 13132, entitled
Federalism (64 FR 43255, August 10,
1999). Executive Order 13132 requires
EPA to develop an accountable process
to ensure “meaningful and timely input
by State and local officials in the
development of regulatory policies that
have federalism implications.” ‘Policies
that have federalism implications” is
defined in the Executive Order to
include regulations that have
“substantial direct effects on the States,
on the relationship between the national
government and the States, or on the
distribution of power and
responsibilities among the various
levels of government.” This final rule
directly regulates growers, food
processors, food handlers, and food
retailers, not States. This action does not
alter the relationships or distribution of
power and responsibilities established
by Congress in the preemption
provisions of section 408(n)(4) of the
FFDCA. For these same reasons, the
Agency has determined that this rule
does not have any ‘“tribal implications”
as described in Executive Order 13175,
entitled Consultation and Coordination
with Indian Tribal Governments (65 FR
67249, November 6, 2000). Executive
Order 13175, requires EPA to develop
an accountable process to ensure
“meaningful and timely input by tribal
officials in the development of
regulatory policies that have tribal
implications.” “Policies that have tribal
implications” is defined in the
Executive Order to include regulations

that have ““substantial direct effects on
one or more Indian tribes, on the
relationship between the Federal
Government and the Indian tribes, or on
the distribution of power and
responsibilities between the Federal
Government and Indian tribes.” This
rule will not have substantial direct
effects on tribal governments, on the
relationship between the Federal
Government and Indian tribes, or on the
distribution of power and
responsibilities between the Federal
Government and Indian tribes, as
specified in Executive Order 13175.
Thus, Executive Order 13175 does not
apply to this rule.

IX. Congressional Review Act

The Congressional Review Act, 5
U.S.C. 801 et seq., as added by the Small
Business Regulatory Enforcement
Fairness Act of 1996, generally provides
that before a rule may take effect, the
agency promulgating the rule must
submit a rule report, which includes a
copy of the rule, to each House of the
Congress and to the Comptroller General
of the United States. EPA will submit a
report containing this rule and other
required information to the U.S. Senate,
the U.S. House of Representatives, and
the Comptroller General of the United
States prior to publication of this final
rule in the Federal Register. This final
rule is not a “major rule” as defined by
5 U.S.C. 804(2).

List of Subjects in 40 CFR Part 180

Environmental protection,
Administrative practice and procedure,
Agricultural commodities, Pesticides
and pests, Reporting and recordkeeping
requirements.

Dated: March 28, 2005.

Lois Rossi,
Director, Registration Division, Office of
Pesticide Programs.

m Therefore, 40 CFR chapter I is
amended as follows:

PART 180—AMENDED

m 1. The authority citation for part 180
continues to read as follows:

Authority: 21 U.S.C. 321(q), 346a and 371.

m 2. Section 180.476 is amended by
adding text to paragraph (b) to read as
follows:

§180.476 Triflumizole; tolerances for
residues.
* * * * *

(b) Section 18 emergency exemptions.
Time limited tolerances are established
for the residues triflumizole (1-(1-((4-
chloro-2-
(trifluoromethyl)phenyl)imino)-2-
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propoxyethyl)-1H-imidazole) and its
metabolites containing the 4-chloro-2-
trifluoromethylaniline moiety,
calculated as the parent in connection
with use of the pesticide under section
18 emergency exemptions granted by
EPA. The tolerances are specified in the
following table, and will expire and are
revoked on the dates specified.

Expiration/
Commodity P?nritlﬁopner revpocation
date

Broccoli ............. 1.0 6/30/08
Cabbage, chi-

nese, napa .... 9.0 6/30/08
Collards ............. 9.0 6/30/08
Coriander,

leaves ............ 9.0 6/30/08
Dandelion,

leaves ............ 7.0 6/30/08
Kale ........... 9.0 6/30/08
Kohlrabi 9.0 6/30/08
Mustard greens 9.0 6/30/08
Parsley, leaves 9.0 6/30/08
Swiss chard ...... 7.0 6/30/08
* * * * *

[FR Doc. 05-7046 Filed 4-7-05; 8:45 am]
BILLING CODE 6560-50-S

DEPARTMENT OF THE INTERIOR
Fish and Wildlife Service

50 CFR Part 17
RIN 1018-AH44

Endangered and Threatened Wildlife
and Plants; Establishment of a
Nonessential Experimental Population
for Two Fishes (Boulder Darter and
Spotfin Chub) in Shoal Creek,
Tennessee and Alabama

AGENCY: Fish and Wildlife Service,
Interior.

ACTION: Final rule.

SUMMARY: We, the U.S. Fish and
Wildlife Service (Service), in
cooperation with the States of
Tennessee and Alabama and with
Conservation Fisheries, Inc., a nonprofit
organization, plan to reintroduce one
federally listed endangered fish, the
boulder darter (Etheostoma wapiti), and
one federally listed threatened fish, the
spotfin chub (Cyprinella (=Hybopsis)
monacha), into their historical habitat
in Shoal Creek (a tributary to the
Tennessee River), Lauderdale County,
Alabama, and Lawrence County,
Tennessee. Based on the evaluation of
species’ experts, these species currently
do not exist in this reach or its
tributaries. These two fish are being
reintroduced under section 10(j) of the

Endangered Species Act of 1973, as
amended (Act), and would be classified
as a nonessential experimental
population (NEP).

The geographic boundaries of the NEP
would extend from the mouth of Long
Branch, Lawrence County, Tennessee
(Shoal Creek mile (CM) 41.7 (66.7
kilometers (km)), downstream to the
backwaters of the Wilson Reservoir at
Goose Shoals, Lauderdale County,
Alabama (approximately CM 14 (22
km)), and would include the lower 5
CM (8 km) of all tributaries that enter
this reach.

These reintroductions are recovery
actions and are part of a series of
reintroductions and other recovery
actions that the Service, Federal and
State agencies, and other partners are
conducting throughout the species’
historical ranges. This rule provides a
plan for establishing the NEP and
provides for limited allowable legal
taking of the boulder darter and spotfin
chub within the defined NEP area. In
addition, we are changing the scientific
name for spotfin chub, from Cyprinella
(=Hybopsis) monacha to Erimonax
monachus, to reflect a recent change in
the scientific literature, and adding a
map to the regulation for a previously
created NEP including one of these
fishes for the purposes of clarity.
DATES: The effective date of this rule is
April 8, 2005.

ADDRESSES: Comments and materials
received, as well as supporting
documentation used in preparation of
this final rule, are available for public
inspection, by appointment, during
normal business hours at the Tennessee
Field Office, U.S. Fish and Wildlife
Service, 446 Neal Street, Cookeville, TN
38501.

You may obtain copies of the final
rule from the field office address above,
by calling (931) 528-6481, or from our
Web site at http://cookeville.fws.gov.
FOR FURTHER INFORMATION CONTACT:
Timothy Merritt at the above address
(telephone 931/528-6481, Ext. 211,
facsimile 931/528-7075, or e-mail at
timothy_merritt@fws.gov).

SUPPLEMENTARY INFORMATION:

Background

1. Legislative: Under section 10(j) of
the Act, the Secretary of the Department
of the Interior can designate
reintroduced populations established
outside the species’ current range, but
within its historical range, as
“experimental.” Based on the best
scientific and commercial data
available, we must determine whether
experimental populations are
“essential,” or “nonessential,” to the

continued existence of the species.
Regulatory restrictions are considerably
reduced under a Nonessential
Experimental Population (NEP)
designation.

Without the “nonessential
experimental population” designation,
the Act provides that species listed as
endangered or threatened are afforded
protection primarily through the
prohibitions of section 9 and the
requirements of section 7. Section 9 of
the Act prohibits the take of an
endangered species. “Take” is defined
by the Act as harass, harm, pursue,
hunt, shoot, wound, trap, capture, or
collect, or attempt to engage in any such
conduct. Service regulations (50 CFR
17.31) generally extend the prohibitions
of take to threatened wildlife. Section 7
of the Act outlines the procedures for
Federal interagency cooperation to
conserve federally listed species and
protect designated critical habitat. It
mandates that all Federal agencies use
their existing authorities to further the
purposes of the Act by carrying out
programs for the conservation of listed
species. It also states that Federal
agencies will, in consultation with the
Service, ensure that any action they
authorize, fund, or carry out is not likely
to jeopardize the continued existence of
a listed species or result in the
destruction or adverse modification of
designated critical habitat. Section 7 of
the Act does not affect activities
undertaken on private land unless they
are authorized, funded, or carried out by
a Federal agency.

With the experimental population
designation, a population designated is
treated for purposes of section 9 of the
Act as threatened regardless of the
species’ designation elsewhere in its
range. Threatened designation allows us
greater discretion in devising
management programs and special
regulations for such a population.
Section 4(d) of the Act allows us to
adopt whatever regulations are
necessary to provide for the
conservation of a threatened species. In
these situations, the general regulations
that extend most section 9 prohibitions
to threatened species do not apply to
that species, and the special 4(d) rule
contains the prohibitions and
exemptions necessary and appropriate
to conserve that species. Regulations
issued under section 4(d) for NEPs are
usually more compatible with routine
human activities in the reintroduction
area.

For the purposes of section 7 of the
Act, we treat an NEP as a threatened
species when the NEP is located within
a National Wildlife Refuge or National
Park, and section 7(a)(1) and the
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consultation requirements of section
7(a)(2) of the Act apply. Section 7(a)(1)
requires all Federal agencies to use their
authorities to conserve listed species.
Section 7(a)(2) requires that Federal
agencies, in consultation with the
Service, insure that any action
authorized, funded, or carried out is not
likely to jeopardize the continued
existence of a listed species or adversely
modify its critical habitat. When NEPs
are located outside a National Wildlife
Refuge or National Park, we treat the
population as proposed for listing and
only two provisions of section 7 would
apply—section 7(a)(1) and section
7(a)(4). In these instances, NEPs provide
additional flexibility because Federal
agencies are not required to consult
with us under section 7(a)(2). Section
7(a)(4) requires Federal agencies to
confer (rather than consult) with the
Service on actions that are likely to
jeopardize the continued existence of a
species proposed to be listed. The
results of a conference are advisory in
nature and do not restrict agencies from
carrying out, funding, or authorizing
activities.

Individuals that are used to establish
an experimental population may come
from a donor population, provided their
removal will not create adverse impacts
upon the parent population, and
provided appropriate permits are issued
in accordance with our regulations (50
CFR 17.22) prior to their removal. In the
case of the boulder darter and spotfin
chub, the donor population is a captive-
bred population, which was propagated
with the intention of re-establishing
wild populations to achieve recovery
goals. In addition, it is possible that
wild adult stock could also be released
into the NEP area.

2. Biological information: The
endangered boulder darter is an olive- to
gray-colored fish that lacks the red spots
common to most darters. It is a small
fish, approximately 76 millimeters (mm)
(3 inches (in)) in length. Although
boulder darters were historically
recorded only in the Elk River system
and Shoal Creek (a tributary to the
Tennessee River), scientists believe,
based on the historical availability of
suitable habitat, that this darter once
inhabited fast-water rocky habitat in the
Tennessee River and its larger
tributaries in Tennessee and Alabama,
from the Paint Rock River in Madison
County, Alabama, downstream to at
least Shoal Creek in Lauderdale County,
Alabama (U.S. Fish and Wildlife Service
1989). Currently, it is extirpated from
Shoal Creek (a tributary to the
Tennessee River) and exists only in the
Elk River, Giles and Lincoln Counties,
Tennessee, and Limestone County,

Alabama, and the lower reaches of
Richland Creek, an Elk River tributary,
Giles County, Tennessee (U.S. Fish and
Wildlife Service 1989).

The spotfin chub is also olive colored,
but with sides that are largely silvery
and with white lower parts. Large
nuptial males have brilliant turquoise-
royal blue coloring on the back, side of
the head, and along the mid-lateral part
of the body. It is also a small fish,
approximately 92 millimeters (mm) (4
inches (in)) in length. The spotfin chub
was once a widespread species and was
historically known from 24 upper and
middle Tennessee River system streams,
including Shoal Creek. It is now extant
in only four rivers/river systems—the
Buffalo River at the mouth of Grinders
Creek, Lewis County, Tennessee; the
Little Tennessee River, Swain and
Macon Counties, North Carolina; Emory
River system (Obed River, Clear Creek,
and Daddys Creek), Cumberland and
Morgan Counties, Tennessee; the
Holston River and its tributary, North
Fork Holston River, Hawkins and
Sullivan Counties, Tennessee, and Scott
and Washington Counties, Virginia (U.S.
Fish and Wildlife Service 1983; P.
Shute, TVA, pers. comm. 1998).

Since the mid-1980s, Conservation
Fisheries, Inc. (CFI), a nonprofit
organization, with support from us, the
Tennessee Wildlife Resources Agency
(TWRA), U.S. Forest Service, National
Park Service, Tennessee Valley
Authority (TVA), and Tennessee
Aquarium, has successfully
translocated, propagated, and
reintroduced the spotfin chub and three
other federally listed fishes (smoky
madtoms, yellowfin madtoms, and
duskytail darters) into Abrams Creek,
Great Smoky Mountains National Park,
Blount County, Tennessee. These fish
historically occupied Abrams Creek
prior to an ichthyocide treatment in the
1950s. An NEP designation for Abrams
Creek was not needed since the entire
watershed occurs on National Park
Service land, section 7 of the Act
applies regardless of the NEP
designation, and existing human
activities and public use of the Creek are
consistent with protection and take
restrictions needed for the reintroduced
populations. Natural reproduction by all
four species in Abrams Creek has been
documented, but the spotfin chub
appears to be the least successful in this
capacity (Rakes et al. 2001; Rakes and
Shute 2002). We have also worked with
CFI to translocate, propagate, and
reintroduce these same four fish into an
NEP established for a section of the
Tellico River, Monroe County,
Tennessee (67 FR 52420, August 12,
2002). Propagated fish of these four

species were released into the Tellico
River starting in 2003 and continuing in
2004. It is still too early to determine the
success of these releases, but it is
believed that the habitat and water
quality is sufficient to ensure future
success similar to the Abrams Creek
reintroductions. CFI has also
successfully propagated boulder darters
and augmented the only known
population of the species in the Elk
River system in Tennessee.

Based on CFI’s success and intimate
knowledge of these two fishes and their
habitat needs, we contracted with CFI to
survey Shoal Creek in order to
determine if suitable habitat exists in
this creek for reintroductions, and if we
could expand our ongoing fish recovery
efforts to these waters (Rakes and Shute
1999). Rakes and Shute (1999)
concluded that about 20 miles (32 km)
of Shoal Creek above the backwaters of
the Wilson Reservoir appeared to
contain suitable reintroduction habitat
for both fishes. The boulder darter and
spotfin chub were last collected from
Shoal Creek in the 1880s, and since then
both were apparently extirpated from
this reach. We believe the boulder darter
was extirpated by the combined effects
of water pollution and the
impoundment of lower Shoal Creek
with the construction of Wilson Dam
(U.S. Fish and Wildlife Service 1989).
We believe that similar factors led to the
extirpation of the spotfin chub.
However, as a result of implementation
of the Clean Water Act by the U.S.
Environmental Protection Agency (EPA)
and State water and natural resources
agencies, and the pollution control
measures undertaken by municipalities,
industries, and individuals, the creek’s
water quality has greatly improved and
its resident fish fauna have responded
positively (Charles Saylor, TVA, pers.
comm. 2002; based on his bioassays).

3. Recovery Goals/Objectives: The
boulder darter (Etheostoma wapiti)
(Etnier and Williams 1989) was listed as
an endangered species on September 1,
1988 (53 FR 33996). We completed a
recovery plan for this species in July
1989 (U.S. Fish and Wildlife Service
1989). The downlisting (reclassification
from endangered to threatened)
objectives in the recovery plan are: (1)
To protect and enhance the existing
population in the Elk River and its
tributaries, and to successfully establish
a reintroduced population in Shoal
Creek or other historical habitat or
discover an additional population so
that at least two viable populations
exist; and (2) to complete studies of the
species’ biological and ecological
requirements and implement
management strategies developed from
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these studies that have been or are likely
to be successful. The delisting objectives
are: (1) To protect and enhance the
existing population in the Elk River and
its tributaries, and to successfully
establish reintroduced populations or
discover additional populations so that
at least three viable populations exist
(the Elk River population including the
tributaries must be secure from river
mile (RM) 90 downstream to RM 30); (2)
to complete studies of the species’
biological and ecological requirements
and implement successful management
strategies; and (3) to ensure that no
foreseeable threats exist that would
likely impact the survival of any
populations.

The spotfin chub (=turquoise shiner)
(Cyprinella (=Hybopsis) monacha)
(Cope 1868) was listed as a threatened
species on September 9, 1977, with
critical habitat and a special rule (42 FR
45526). The critical habitat map was
corrected on September 22, 1977 (42 FR
47840). We completed a recovery plan
for this species in November 1983 (U.S.
Fish and Wildlife Service 1983). We
also established an NEP for the spotfin
chub and three other federally listed
fishes for a section of the Tellico River
in Monroe County, Tennessee, on
August 12, 2002 (67 FR 52420). The
delisting objectives in the recovery plan
are: (1) To protect and enhance existing
populations so that viable populations
exist in the Buffalo River system, upper
Little Tennessee River, Emory River
system, and lower North Fork Holston
River; (2) to ensure, through
reintroduction and/or the discovery of
two new populations, that viable
populations exist in two other rivers;
and (3) to ensure that no present or
foreseeable threats exist that would
likely impact the survival of any
populations.

The recovery criteria for both fishes
generally agree that, to reach recovery,
we must: (1) Restore existing
populations to viable levels, (2)
reestablish multiple, viable populations
in historical habitats, and (3) eliminate
foreseeable threats that would likely
threaten the continued existence of any
viable populations. The number of
secure, viable populations (existing and
restored) needed to achieve recovery
varies by species and depends on the
extent of the species’ probable historical
range (i.e., species that were once
widespread require a greater number of
populations for recovery than species
that were historically more restricted in
distribution). However, the
reestablishment of historical
populations is a critical component to
the recovery of both the boulder darter
and spotfin chub.

4. Reintroduction site: In May 1999
letters to us, the Commissioner of the
Alabama Department of Conservation
and Natural Resources (ADCNR) and the
Executive Director of the TWRA
requested that we consider designating
NEPs for the spotfin chub and boulder
darter and reintroducing both species
into Shoal Creek, where they
historically occurred.

We previously established NEPs for
the spotfin chub and three other
federally listed fishes in the Tellico
River, Tennessee, on August 12, 2002
(67 FR 52420). Reintroductions of the
spotfin chub were initiated in the
Tellico River in 2002 and were
continued in 2003 and 2004 along with
the first reintroductions of the
remaining three fish species. These
reintroduced fish are being monitored.
We believe the Tellico River is suitable
for the establishment of viable
populations of each of these four fish
and anticipate success as this recovery
project proceeds. Establishment of
viable populations of the spotfin chub
in both the Tellico River under the
existing regulation and in Shoal Creek
under this regulation will help achieve
an objective in the recovery of this fish.
However, it will take several years of
monitoring to fully evaluate if
populations of this fish (and the other
fishes) have become established and
remain viable in these historic river
reaches.

Based on the presence of suitable
habitat, the positive response of native
fish species to habitat improvements in
Shoal Creek, the presence of similar fish
species that have similar habitat
requirements to both of these fishes, the
recommendations mentioned above, and
the evaluation of biologists familiar with
Shoal Creek, we believe that Shoal
Creek, from the mouth of Long Branch
to the backwaters of the Wilson
Reservoir, is suitable for the
reintroduction of the boulder darter and
spotfin chub as NEPs.

According to P. Rakes (CFI, pers.
comm. 2005), the best sites to
reintroduce these fishes into Shoal
Creek are between CM 33 (53 km) and
CM 14 (22 km). Therefore, we plan to
reintroduce the boulder darter and
spotfin chub into historical habitat of
the free-flowing reach of Shoal Creek
between CM 33 and CM 14. This reach
contains the most suitable habitat for
the reintroductions. Neither species
currently exists in Shoal Creek or its
tributaries.

5. Reintroduction procedures: The
dates for these reintroductions, the
specific release sites, and the actual
number of individuals to be released
cannot be determined at this time.

Individual fish that would be used for
the reintroductions primarily will be
artificially propagated juveniles.
However, it is possible that wild adult
stock could also be released into the
NEP area. Spotfin chub and boulder
darter propagation and juvenile rearing
technology are available. The parental
stock of the juvenile fishes for
reintroduction will come from existing
wild populations. In some cases, the
parental stock for juvenile fish will be
returned back to the same wild
population. Generally, the parents are
permanently held in captivity.

The permanent removal of adults
from the wild for their use in
reintroduction efforts may occur when
one or more of the following conditions
exist: (1) Sufficient adult fish are
available within a donor population to
sustain the loss without jeopardizing the
species; (2) the species must be removed
from an area because of an imminent
threat that is likely to eliminate the
population or specific individuals
present in an area; or (3) when the
population is not reproducing. It is most
likely that adults will be permanently
removed because of the first condition:
sufficient adult fish are available within
a donor population to sustain the loss
without jeopardizing the species. An
enhancement of propagation or survival
permit under section 10(a)(1)(A) of the
Act is required. The permit will be
issued before any take occurs, and we
will coordinate these actions with the
appropriate State natural resources
agencies.

6. Status of reintroduced population:
Previous translocations, propagations,
and reintroductions of spotfin chubs
and boulder darters have not affected
the wild populations of either species.
The use of artificially propagated
juveniles will reduce the potential
effects on wild populations. The status
of the extant populations of the boulder
darter and spotfin chub is such that
individuals can be removed to provide
a donor source for reintroduction
without creating adverse impacts upon
the parent population. If any of the
reintroduced populations become
established and are subsequently lost,
the likelihood of the species’ survival in
the wild would not be appreciably
reduced. Therefore, we have determined
that these reintroduced fish populations
in Shoal Creek are not essential to the
continued existence of the species. We
will ensure, through our section 10
permitting authority and the section 7
consultation process, that the use of
animals from any donor population for
these reintroductions is not likely to
jeopardize the continued existence of
the species.
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Reintroductions are necessary to
further the recovery of these species.
The NEP designation for the
reintroduction alleviates landowner
concerns about possible land and water
use restrictions by providing a flexible
management framework for protecting
and recovering the boulder darter and
spotfin chub, while ensuring that the
daily activities of landowners are
unaffected. In addition, the anticipated
success of these reintroductions will
enhance the conservation and recovery
potential of these species by extending
their present ranges into currently
unoccupied historical habitat. These
species are not known to exist in Shoal
Creek or its tributaries at the present
time.

7. Location of reintroduced
population: The NEP area, which
encompasses all the sites for the
reintroductions, will be located in the
free-flowing reach of Shoal Creek (a
tributary to the Tennessee River),
Lauderdale County, Alabama, and
Lawrence County, Tennessee, from the
mouth of Long Branch downstream to
the backwaters of the Wilson Reservoir.
Section 10(j) of the Act requires that an
experimental population be
geographically separate from other wild
populations of the same species. This
NEP area is totally isolated from existing
populations of these species by large
reservoirs, and neither fish species is
known to occur in or move through
large reservoirs. Therefore, the
reservoirs will act as barriers to the
species’ downstream movement into the
Tennessee River and its tributaries and
ensure that this NEP remains
geographically isolated and easily
distinguishable from existing wild
populations. Based on the fishes’ habitat
requirements, we do not expect them to
become established outside the NEP.
However, if any of the reintroduced
boulder darters and spotfin chubs move
outside the designated NEP area, then
the fish would be considered to have
come from the NEP area. In that case,
we may propose to amend the rule and
enlarge the boundaries of the NEP area
to include the entire range of the
expanded populations.

The designated NEP area for the
spotfin chub in the Tellico River (67 FR
52420) does not overlap or interfere
with this NEP area for Shoal Creek in
Tennessee and Alabama because they
are geographically separated river
reaches.

Critical habitat has been designated
for the spotfin chub (42 FR 47840,
September 22, 1977); however, the
designation does not include this NEP
area. Critical habitat has not been
designated for the boulder darter.

Section 10(j)(2)(C)(ii) of the Act states
that critical habitat shall not be
designated for any experimental
population that is determined to be
nonessential. Accordingly, we cannot
designate critical habitat in areas where
we have already established, by
regulation, a nonessential experimental
population.

8. Management: The aquatic resources
in the reintroduction area are managed
by the ADCNR and TWRA. Multiple-use
management of these waters will not
change as a result of the experimental
designation. Private landowners within
the NEP area will still be allowed to
continue all legal agricultural and
recreational activities. Because of the
substantial regulatory relief provided by
NEP designations, we do not believe the
reintroduction of boulder darter and
spotfin chub will conflict with existing
human activities or hinder public use of
the area. The ADCNR and the TWRA
have previously endorsed the boulder
darter and spotfin chub reintroductions
under NEP designations and are
supportive of this effort. The NEP
designation will not require the ADCNR
and the TWRA to specifically manage
for reintroduced boulder darter and
spotfin chub.

The Service, State employees, and
CFI, Inc., staff will manage the
reintroduction. They will closely
coordinate on reintroductions,
monitoring, coordination with
landowners and land managers, and
public awareness, among other tasks
necessary to ensure successful
reintroductions of species.

(a) Mortality: The Act defines
“incidental take” as take that is
incidental to, and not the purpose of,
the carrying out of an otherwise lawful
activity such as recreation (e.g., fishing,
boating, wading, trapping or
swimming), forestry, agriculture, and
other activities that are in accordance
with Federal, Tribal, State, and local
laws and regulations. A person may take
a boulder darter or spotfin chub within
the experimental population area
provided that the take is unintentional
and was not due to negligent conduct.
Such conduct will not constitute
“knowing take,” and we will not pursue
legal action. However, when we have
evidence of knowing (i.e., intentional)
take of a boulder darter or spotfin chub,
we will refer matters to the appropriate
authorities for prosecution. We expect
levels of incidental take to be low since
the reintroduction is compatible with
existing human use activities and
practices for the area.

(b) Special Handling: Service
employees and authorized agents acting
on their behalf may handle boulder

darter and spotfin chub for scientific
purposes; to relocate boulder darter and
spotfin chub to avoid conflict with
human activities; for recovery purposes;
to relocate boulder darter and spotfin
chub to other reintroduction sites; to aid
sick or injured boulder darter and
spotfin chub; and to salvage dead
boulder darter and spotfin chub.

(c) Coordination with landowners and
land managers: The Service and
cooperators identified issues and
concerns associated with the boulder
darter and spotfin chub reintroduction
before preparing this rule. The
reintroduction also has been discussed
with potentially affected State agencies,
businesses, and landowners within the
release area. The land along the NEP site
is privately owned. International Paper
owns a large tract within the NEP area
and has expressed a strong interest in
working with us to establish these fish
in their stretch of the creek. Most, if not
all, of the identified businesses are
small businesses engaged in activities
along the affected reaches of this creek.
Affected State agencies, businesses,
landowners, and land managers have
indicated support for the reintroduction,
if boulder darter and spotfin chub
released in the experimental population
area are established as an NEP and if
aquatic resource activities in the
experimental population area are not
constrained.

(d) Potential for conflict with human
activities: We do not believe these
reintroductions will conflict with
existing or proposed human activities or
hinder public use of the NEP area
within Shoal Creek. Experimental
population special rules contain all the
prohibitions and exceptions regarding
the taking of individual animals. These
special rules are compatible with
routine human activities in the
reintroduction area.

(e) Monitoring: After the first initial
stocking of these two fish, we will
monitor annually their presence or
absence and document any spawning
behavior or young-of-the-year fish that
might be present. This monitoring will
be conducted primarily by snorkeling or
seining and will be accomplished by
contracting with the appropriate species
experts. Annual reports will be
produced detailing the stocking rates
and monitoring activities that took place
during the previous year. We will also
fully evaluate these reintroduction
efforts after 5 and 10 years to determine
whether to continue or terminate the
reintroduction efforts.

(f) Public awareness and cooperation:
On August 26, 1999, we mailed letters
to 80 potentially affected congressional
offices, Federal and State agencies, local
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governments, and interested parties to
notify them that we were considering
proposing NEP status in Shoal Creek for
two fish species. We received a total of
four responses to the 1999 notification,
all of which supported our proposed
designation and reintroductions.

The EPA supported the proposal,
commended the ADCNR, TWRA, and us
for the proposal and its projected
beneficial results, and stated that the
reintroductions would assist them in
meeting one of the goals of the Clean
Water Act—restoring the biological
integrity of the Nation’s water.

The TVA strongly supported the
concept of reintroducing extirpated
species, but also cautioned that past
industrial discharges into Shoal Creek
could potentially limit or prevent the
survival of sensitive fishes in the creek.

The Tennessee Department of
Environment and Conservation
applauded our (TWRA, CFI, and us)
efforts to restore Shoal Creek fishes.
They also supported the proposed
reintroductions under NEP status,
because the designation will ensure that
current human uses of Shoal Creek are
given due consideration in recovery
efforts for the species.

Dr. David Etnier, Department of
Ecology and Evolutionary Biology,
University of Tennessee, Knoxville,
Tennessee, supported the
reintroductions and concluded that he
saw no compelling reason to delay
them.

We have informed the general public
of the importance of this reintroduction
project in the overall recovery of the
boulder darter and spotfin chub. The
designation of the NEP for Shoal Creek
and adjacent areas would provide
greater flexibility in the management of
the reintroduced boulder darter and
spotfin chub. The NEP designation is
necessary to secure needed cooperation
of the States, landowners, agencies, and
other interests in the affected area.
Finding

Based on the above information, and
using the best scientific and commercial
data available (in accordance with 50
CFR 17.81), the Service finds that
releasing the boulder darter and spotfin
chub into the Shoal Creek Experimental
Population Area under a Nonessential
Experimental Population designation
will further the conservation of the
species.

Other Changes to the Regulations

In addition, we are making two minor
technical corrections to the existing
regulations regarding these species:

(1) The spotfin chub was listed with
critical habitat and a special rule on

September 9, 1977, under the scientific
name of Hybopsis monacha. The current
list of endangered and threatened
species at 50 CFR 17.11(h), the existing
experimental population on the Tellico
River in Tennessee at 50 CFR 17.84(m),
and the critical habitat designation at 50
CFR 17.95(e) all use the scientific name
Cyprinella (=Hybopsis) monacha for the
spotfin chub. However, the special rule
at 50 CFR 17.44(c) uses the scientific
name Hybopsis monacha for the spotfin
chub. In the proposed rule (69 FR
61774, October 21, 2004), we proposed
correcting the text for the special rule at
50 CFR 17.44(c) by changing the
scientific name for the spotfin chub
from Hybopsis monacha to Cyprinella
(=Hybopsis) monacha to make this
section consistent with the text of the
existing regulations for the spotfin chub.
During the comment period, it was
brought to our attention that the
scientific name for the spotfin chub has
recently been changed to Erimonax
monachus (Nelson et al. 2004). This
name change has occurred in a peer-
reviewed journal and has acceptance in
the scientific community. Therefore we
are correcting the text for the current list
of endangered and threatened species at
50 CFR 17.11(h), the existing
experimental population on the Tellico
River in Tennessee at 50 CFR 17.84(m),
the critical habitat designation at 50
CFR 17.95(e), and the special rule at 50
CFR 17.44(c) by changing the scientific
name for the spotfin chub from
Cyprinella (=Hybopsis) monacha to
Erimonax monachus (see Regulation
Promulgation section below).

(2) Unlike many of the existing
experimental population regulations at
50 CFR 17.84, the entries for the
experimental populations for the Tellico
River in Tennessee at 50 CFR 17.84(e)
and (m) do not include a map. We are
adding a map for these entries in order
to provide clarity for the public and
make this section consistent with the
text of the existing regulations for other
experimental populations.

Summary of Comments and
Recommendations

In the October 21, 2004, proposed rule
(69 FR 61774), we requested that all
interested parties submit comments or
information concerning the proposed
NEP. We contacted appropriate Federal,
State, and local agencies, county
governments, elected officials, scientific
organizations, and other interested
parties and invited them to comment on
the proposed NEP. We also provided
notification of this document through e-
mail, telephone calls, letters, and news
releases faxed and/or mailed to affected
elected officials, media outlets, local

jurisdictions, and interest groups. We
provided the document on the Service’s
Tennessee Field Office Internet site
following its release.

During the public comment period,
we received comments from four
parties: One State agency, two
universities, and one nonprofit
organization. Of the four parties
responding, three supported the
proposed NEP and one was neutral. The
Alabama Department of Conservation
and Natural Resources submitted
comments as peer reviewers. The State
agency’s comments are reflected in Peer
Review Comment 1 and 2 below.

In conformance with our policy on
peer review, published on July 1, 1994
(59 FR 34270), we solicited independent
opinions from four knowledgeable
individuals who have expertise with
these species within the geographic
region where the species occurs, and/or
familiarity with the principles of
conservation biology. We received
comments from two of the four peer
reviewers. These are included in the
summary below and incorporated into
this final rule.

We reviewed all comments received
from the peer reviewers and the public
for substantive issues and new
information regarding the proposed
NEP. Substantive comments received
during the comment period have either
been addressed below or incorporated
directly into this final rule. The
comments are grouped below as either
peer review or public comments.

Peer Review Comments

(1) Comment: The proposed
reintroduction is for Shoal Creek in
Lauderdale County, Alabama; however,
there is another Shoal Creek in
Limestone County, Alabama, that is a
tributary to the Elk River. Limestone
County is adjacent to Lauderdale
County and a recent survey by the
Geological Survey of Alabama collected
two boulder darters in this Shoal Creek,
which was a new tributary record for
this species. Because there are two
creeks named “Shoal” in adjacent
counties, it might help to differentiate
between the two creeks to lessen any
potential confusion.

Response: We have clarified the
description of the Shoal Creek in
Lauderdale County, Alabama, that
occurs within the NEP by stating that
this Shoal Creek is a tributary to the
Tennessee River. The Shoal Creek in
Limestone County, Alabama, is a
tributary to the Elk River. This, along
with the county it occurs in, should
adequately differentiate between the
two creeks.
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(2) Comment: Section 5 of the
proposed rule states that artificially
propagated juveniles will most likely be
reintroduced, but wild adult stock could
also be used. The literature states that
adult and juvenile spotfin chubs require
slightly different habitats, thus
reintroduction with juveniles should be
done to account for those differences.

Response: It is our intent to release
primarily juvenile spotfin chubs that
have been raised by CFI. We have
worked closely with CFI to determine
the appropriate habitats for releasing
these juvenile fish. If we do release any
wild adult stock, we will work with CFI
and the State Wildlife Agencies to
ensure that the appropriate habitat is
identified for their release.

(3) Comment: The newest names list
for fish has been released and the
scientific name of the spotfin chub has
been changed to Erimonax monachus.

Response: We have reviewed the
reference provided and concur that the
scientific name of the spotfin chub has
changed from Cyprinella (=Hybopsis)
monacha to Erimonax monachus. We
have made the appropriate changes in
the section titled “Other Changes to the
Regulations” (see above).

(4) Comment: The Etnier and
Williams 1989 description of the
boulder darter was cited, but does not
appear in the Literature Cited section.

Response: This citation has been
added to the Literature Cited section.

(5) Comment: Boulder darters may be
able to use reservoirs for dispersal
purposes, and success of this
introduction might make it easier for
them to reach the mouth of the Flint
River or perhaps some other fairly large
Tennessee River tributaries in Alabama.

Response: We believe that the
reservoirs will act as barriers to the
species’ downstream movement into the
Tennessee River and its tributaries and
will ensure that this NEP remains
geographically isolated and easily
distinguishable from existing known
wild populations in the Elk River
watershed. However, we also state that
if any of the reintroduced boulder
darters or spotfin chubs move outside
the designated NEP area, then the fish
would be considered to have come from
the NEP area. In that case, we may
propose to amend the rule and enlarge
the boundaries of the NEP area to
include the entire range of the expanded
populations.

Public Comments

(6) Comment: Environmental Defense
fully supports the proposal to establish
new experimental populations of the
boulder darter and the spotfin chub.

Response: We appreciate
Environmental Defense’s support of this
important recovery effort to restore
these fish back into this portion of their
historical range.

(7) Comment: No source population
for brood stock or wild adult stock is
identified in the proposed rule for the
spotfin chub.

Response: The Service has not
identified the source population for the
spotfin chub because no decision has
been made at this time on which source
population should be used. A final
decision will be made in concert with
our State partners once we have
reviewed the best available scientific
information.

(8) Comment: No protocol is outlined
to determine if progeny from brood
stock reflects the genetic diversity
present in the source population.

Response: CFI states that it takes as
many adults from the source population
as the Federal and State agencies believe
is appropriate to remove without
harming the source population and
within limits of practicality. CFI also
states that it ensures that as many adults
as possible are involved in
reproduction. This sometimes involves
cycling different males in and out of
production. CFI emphasizes the
importance of these reintroductions
being long-term projects where new
parental stock is brought into
production every year or two from the
original source population. We believe
that this method maximizes our
potential to have offspring that have
similar genetic diversity to the source
population and increases the recovery
chances for these species within the
limited amount of funding that Federal
and State agencies have available to
them.

Effective Date

We are making this rule effective
upon publication. In accordance with
the Administrative Procedure Act, we
find good cause as required by 5 U.S.C.
553(d)(3) to make this rule effective
immediately upon publication in the
Federal Register. We currently have two
year classes of propagated boulder
darters available for release. The
juvenile class of boulder darters will be
ready to spawn this spring for the first
time. In order for this group of boulder
darters to have the maximum amount of
time to accomplish their first spawn,
these fish need to be placed into Shoal
Creek in April. The earlier in April
these fish can be released, the more
likely they are to spawn this spring. The
older class of boulder darters are at the
end of their spawning lives and must be
placed into Shoal Creek by early May in

order to ensure that they will have a
chance to successfully spawn one last
time in the wild. The 30-day delay
would be contrary to the public interest
because it would result in a loss of
spawning for the first-time juvenile
class and the last-time older class, and
this would result in natural spawning
not occurring in Shoal Creek until the
spring of 2006.

Required Determinations

Regulatory Planning and Review (E.O.
12866)

In accordance with the criteria in
Executive Order 12866, this rule to
designate NEP status for the boulder
darter and spotfin chub in Shoal Creek,
Lauderdale County, Alabama and
Lawrence County, Tennessee, is not a
significant regulatory action subject to
Office of Management and Budget
review. This rule will not have an
annual economic effect of $100 million
or more on the economy and will not
have an adverse effect on any economic
sector, productivity, competition, jobs,
the environment, or other units of
government. The area affected by this
rule consists of a very limited and
discrete geographic segment of lower
Shoal Creek (about 28 CM (44 km)) in
southwestern Tennessee and northern
Alabama. Therefore, a cost-benefit and
economic analysis will not be required.

We do not expect this rule to have
significant impacts to existing human
activities (e.g., agricultural activities,
forestry, fishing, boating, wading,
swimming, trapping) in the watershed.
The reintroduction of these federally
listed species, which will be
accomplished under NEP status with its
associated regulatory relief, is not
expected to impact Federal agency
actions. Because of the substantial
regulatory relief, we do not believe the
proposed reintroduction of these species
will conflict with existing or proposed
human activities or hinder public use of
Shoal Creek or its tributaries.

This rule will not create
inconsistencies with other agencies’
actions or otherwise interfere with an
action taken or planned by another
agency. Federal agencies most interested
in this rulemaking are primarily the
EPA and TVA. Both Federal agencies
support the reintroductions. Because of
the substantial regulatory relief
provided by the NEP designation, we
believe the reintroduction of the boulder
darter and spotfin chub in the areas
described will not conflict with existing
human activities or hinder public
utilization of the area.

This rule will not materially affect
entitlements, grants, user fees, or loan
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programs, or the rights and obligations
of their recipients. Because there are no
expected impacts or restrictions to
existing human uses of Shoal Creek as

a result of this rule, no entitlements,
grants, user fees, loan programs, or the
rights and obligations of their recipients
are expected to occur.

This rule does not raise novel legal or
policy issues. Since 1984, we have
promulgated section 10(j) rules for many
other species in various localities. Such
rules are designed to reduce the
regulatory burden that would otherwise
exist when reintroducing listed species
to the wild.

Regulatory Flexibility Act

The Department of the Interior
certifies that this document will not
have a significant economic effect on a
substantial number of small entities
under the Regulatory Flexibility Act (5
U.S.C. 601 et seq.). Although most of the
identified entities are small businesses
engaged in activities along the affected
reaches of this creek, this rulemaking is
not expected to have any significant
impact on private activities in the
affected area. The designation of an NEP
in this rule will significantly reduce the
regulatory requirements regarding the
reintroduction of these species, will not
create inconsistencies with other
agencies’ actions, and will not conflict
with existing or proposed human
activity, or Federal, State, or public use
of the land or aquatic resources.

Small Business Regulatory Enforcement
Fairness Act

This rule is not a major rule under 5
U.S.C. 804(2), the Small Business
Regulatory Enforcement Fairness Act.
This rule will not have an annual effect
on the economy of $100 million or
more. It will not cause a major increase
in costs or prices for consumers;
individual industries; Federal, State, or
local government agencies; or
geographic regions. This rule does not
have significant adverse effects on
competition, employment, investment,
productivity, innovation, or the ability
of United States-based enterprises to
compete with foreign-based enterprises.
The intent of this special rule is to
facilitate and continue the existing
commercial activity while providing for
the conservation of the species through
reintroduction into suitable habitat.

Unfunded Mandates Reform Act

The NEP designation will not place
any additional requirements on any city,
county, or other local municipality. The
ADCNR and TWRA, which manage
Shoal Creek’s aquatic resources,
requested that we consider these

reintroductions under an NEP
designation. However, they will not be
required to manage for any reintroduced
species. Accordingly, this rule will not
“significantly or uniquely” affect small
governments. A Small Government
Agency Plan is not required since this
rulemaking does not require any action
to be taken by local or State
governments or private entities. We
have determined and certify pursuant to
the Unfunded Mandates Reform Act, 2
U.S.C. 1501 et. seq., that this rulemaking
will not impose a cost of $100 million
or more in any given year on local or
State governments or private entities
(i.e., it is not a “‘significant regulatory
action” under the Unfunded Mandates
Reform Act.).

Takings (E.O. 12630)

In accordance with Executive Order
12630, the rule does not have significant
takings implications. When
reintroduced populations of federally
listed species are designated as NEPs,
the Act’s regulatory requirements
regarding the reintroduced listed
species within the NEP are significantly
reduced. Section 10(j) of the Act can
provide regulatory relief with regard to
the taking of reintroduced species
within an NEP area. For example, this
rule allows for the taking of these
reintroduced fishes when such take is
incidental to an otherwise legal activity,
such as recreation (e.g., fishing, boating,
wading, trapping, swimming), forestry,
agriculture, and other activities that are
in accordance with Federal, State, and
local laws and regulations. Because of
the substantial regulatory relief
provided by NEP designations, we do
not believe the reintroduction of these
fishes will conflict with existing or
proposed human activities or hinder
public use of the Shoal Creek system.

A takings implication assessment is
not required because this rule (1) will
not effectively compel a property owner
to suffer a physical invasion of property
and (2) will not deny all economically
beneficial or productive use of the land
or aquatic resources. This rule will
substantially advance a legitimate
government interest (conservation and
recovery of two listed fish species) and
will not present a barrier to all
reasonable and expected beneficial use
of private property.

Federalism (E.O. 13132)

In accordance with Executive Order
13132, the rule does not have significant
Federalism effects to warrant the
preparation of a Federalism Assessment.
This rule will not have substantial
direct effects on the States, in the
relationship between the Federal

Government and the States, or on the
distribution of power and
responsibilities among the various
levels of government. The State wildlife
agencies in Alabama (ADCNR) and
Tennessee (TWRA) requested that we
undertake this rulemaking in order to
assist the States in restoring and
recovering their native aquatic fauna.
Achieving the recovery goals for these
species will contribute to their eventual
delisting and their return to State
management. No intrusion on State
policy or administration is expected;
roles or responsibilities of Federal or
State governments will not change; and
fiscal capacity will not be substantially
directly affected. The special rule
operates to maintain the existing
relationship between the States and the
Federal Government and is being
undertaken at the request of State
agencies (ADCNR and TWRA). We have
cooperated with the ADCNR and TWRA
in the preparation of this rule.
Therefore, this rule does not have
significant Federalism effects or
implications to warrant the preparation
of a Federalism Assessment pursuant to
the provisions of Executive Order
13132.

Civil Justice Reform (E.O. 12988)

In accordance with Executive Order
12988, the Office of the Solicitor has
determined that this rule does not
unduly burden the judicial system and
that it meets the requirements of
sections (3)(a) and (3)(b)(2) of the Order.

Paperwork Reduction Act

Office of Management and Budget
(OMB) regulations at 5 CFR 1320, which
implement provisions of the Paperwork
Reduction Act (44 U.S.C. 3501 et seq.)
require that Federal agencies obtain
approval from OMB before collecting
information from the public. An agency
may not conduct or sponsor, and a
person is not required to respond to, a
collection of information, unless it
displays a currently valid control
number. This rule does not include any
new collections of information that
require approval by OMB under the
Paperwork Reduction Act.

National Environmental Policy Act

We have determined that the issuance
of this rule is categorically excluded
under our National Environmental
Policy Act procedures (516 DM 6,
Appendix 1.4 B (6)).

Government-to-Government
Relationship With Tribes

In accordance with the President’s
memorandum of April 29, 1994,
“Government-to-Government Relations
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with Native American Tribal
Governments’ (59 FR 229511),
Executive Order 13175, and the
Department of the Interior Manual
Chapter 512 DM 2, we have evaluated
possible effects on federally recognized
Indian tribes and have determined that
there are no effects.

Energy Supply, Distribution or Use (E.O.
13211)

On May 18, 2001, the President issued
Executive Order 13211 on regulations
that significantly affect energy supply,
distribution, and use. Executive Order
13211 requires agencies to prepare
Statements of Energy Effects when
undertaking certain actions. This rule is
not expected to significantly affect
energy supplies, distribution, and use.
Therefore, this action is not a significant
energy action and no Statement of
Energy Effects is required.
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Author

The principal author of this rule is
Timothy Merritt (see ADDRESSES
section).

List of Subjects in 50 CFR Part 17

Endangered and threatened species,
Exports, Imports, Reporting and
recordkeeping requirements, and
Transportation.

Final Regulation Promulgation

m Accordingly, we amend part 17,
subchapter B of chapter I, title 50 of the
Code of Federal Regulations, as set forth
below:

PART 17—[AMENDED]

m 1. The authority citation for part 17
continues to read as follows:
Authority: 16 U.S.C. 1361-1407; 16 U.S.C.

1531-1544; 16 U.S.C. 4201-4245; Pub. L. 99—
625, 100 Stat. 3500, unless otherwise noted.

m 2. Amend § 17.11(h) by revising the
existing entries in the List of Endangered
and Threatened Wildlife under FISHES
for “Chub, spotfin,” and “Darter,
boulder,” to read as follows:

Nelson, J.S., E.J. Crossman, H. Espinosa- U.S. Fish and Wildlife Service. 1983. Spotfin \?v:lz'lye Endangered and threatened
Perez, L.T. Findley, C.R. Gilbert, R.N. Lea, Chub Recovery Plan. Atlanta, GA. 46 '
and J.D. Williams. 2004. Common and PP- 1989. Boulder Darter Recovery * * * * *
scientific names of fishes from the United Plan. Atlanta, GA. 15 pp. (h)* * *
Species Vertebrate popu- - :
Historic range lation where endan- Status When listed ﬁ;'tt)'ﬁ:tl Sﬁﬁg'sal
Common name Scientific name gered or threatened
FISHES
Chub, spoffin ......... Erimonax U.S.A. (AL, GA, Entire, except T 28, 732 17.95(e) 17.44(c)
(=turquoise shiner) monachus. NC, TN, VA). where listed as
an experimental
population.
DO oo e [0 [0 PR [o [o IR Tellico River, from XN 732 NA 17.84(m)

the backwaters
of the Tellico
Reservoir (about
Tellico River mile
19 (30 km)) up-
stream to Tellico
River mile 33 (53
km), in Monroe
County, TN.
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Species

Historic range

Common name Scientific name

Vertebrate popu-
lation where endan-
gered or threatened

Status

Critical
habitat

Special

When listed Tules

* * *

Etheostoma wap-
itiJ.S.A. (AL, TN).

Entire, except
where listed as
an experimental
population.

Shoal Creek (from
Shoal Creek mile
41.7 (66.7 km))
at the mouth of
Long Branch,
Lawrence Coun-
ty, TN, down-
stream to the
backwaters of
Wilson Reservoir
(Shoal Creek
mile 14 (22 km))
at Goose Shoals,
Lauderdale
County, AL, in-
cluding the lower
5 miles (8 km) of
all tributaries that
enter this reach.

Shoal Creek (from

Shoal Creek mile
41.7 (66.7 km))
at the mouth of
Long Branch,
Lawrence Coun-
ty, TN, down-
stream to the
backwaters of
Wilson Reservoir
(Shoal Creek
mile 14 (22 km))
at Goose Shoals,
Lauderdale
County, AL, in-
cluding the lower
5 miles (8 km) of
all tributaries that
enter this reach.

* * *

XN 747 NA 17.84(0)

E 322 NA NA

XN 747 NA 17.84(0)

§17.44 [Amended]

m 3. Amend § 17.44(c) introductory text
by removing the words “spotfin chub
(Hybopsis monacha)” and adding, in
their place, the words “spotfin chub
(Erimonax monachus)”.

m 4. Amend § 17.84 by adding new
paragraphs (e)(6), revising the
introductory text to paragraph (m), and

adding new paragraphs (m)(5) and (o)
including maps to read as follows:

§17.84 Special rules—vertebrates.
* * * * *

(e] * * %

(6) Note: Map of the NEP area for the
yellowfin madtom in the Tellico River,
Tennessee, appears immediately following
paragraph (m)(5) of this section.

*

* * * *

(m) Sptofin chub (=turquoise shiner)
(Erimonax monachus), duskytail darter
(Etheostoma percnurum), smoky
madtom (Noturus baileyi).

* * * * *

(5) Note: Map of the NEP area for spotfin
chub, duskytail darter, smoky madtom, and
and yellowfin madtom (see paragraph (e) of
this section) in Tennessee follows:

BILLING CODE 4310-55-P
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Portion of the Tellico River Covered by the Spotfin Chub,
Duskytail Darter, Smoky Madtom and Yellowfin Madtom

Nonessential Experimental Population Designation
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(o) Spotfin chub (=turquoise shiner)
(Erimonax monachus), boulder darter
(Etheostoma wapiti).

(1) Where are populations of these
fishes designated as nonessential
experimental populations (NEP)?

(i) The NEP area for the boulder darter
and the spotfin chub is within the
species’ historic ranges and is defined as
follows: Shoal Creek (from Shoal Creek
mile 41.7 (66.7 km)) at the mouth of
Long Branch, Lawrence County, TN,
downstream to the backwaters of Wilson
Reservoir (Shoal Creek mile 14 (22 km))
at Goose Shoals, Lauderdale County,
AL, including the lower 5 miles (8 km)
of all tributaries that enter this reach.

(ii) None of the fishes named in
paragraph (o) of this section are
currently known to exist in Shoal Creek
or its tributaries. Based on the habitat
requirements of these fishes, we do not
expect them to become established
outside the NEP area. However, if any
individuals of either of the species move
upstream or downstream or into
tributaries outside the designated NEP
area, we would presume that they came
from the reintroduced populations.

(iii) We do not intend to change the
NEP designations to “essential

experimental,” “threatened,” or
“endangered”” within the NEP area.
Additionally, we will not designate
critical habitat for these NEPs, as
provided by 16 U.S.C. 1539(j)(2)(C)(ii).

(2) What take is allowed in the NEP
area? Take of these species that is
accidental and incidental to an
otherwise legal activity, such as
recreation (e.g., fishing, boating, wading,
trapping, or swimming), forestry,
agriculture, and other activities that are
in accordance with Federal, State, and
local laws and regulations, is allowed.

(3) What take of these species is not
allowed in the NEP area?

(i) Except as expressly allowed in
paragraph (0)(2) of this section, all the
provisions of § 17.31(a) and (b) apply to
the fishes identified in paragraph (o0)(1)
of this section.

(ii) Any manner of take not described
under paragraph (0)(2) of this section is
prohibited in the NEP area. We may
refer unauthorized take of these species
to the appropriate authorities for
prosecution.

(iii) You may not possess, sell,
deliver, carry, transport, ship, import, or
export by any means whatsoever any of
the identified fishes, or parts thereof,

that are taken or possessed in violation
of paragraph (0)(3) of this section or in
violation of the applicable State fish and
wildlife laws or regulations or the Act.

(iv) You may not attempt to commit,
solicit another to commit, or cause to be
committed any offense defined in
paragraph (0)(3) of this section.

(4) How will the effectiveness of these
reintroductions be monitored? After the
initial stocking of these two fish, we
will monitor annually their presence or
absence and document any spawning
behavior or young-of-the-year fish that
might be present. This monitoring will
be conducted primarily by snorkeling or
seining and will be accomplished by
contracting with the appropriate species
experts. We will produce annual reports
detailing the stocking rates and
monitoring activities that took place
during the previous year. We will also
fully evaluate these reintroduction
efforts after 5 and 10 years to determine
whether to continue or terminate the
reintroduction efforts.

(5) Note: Map of the NEP area for spotfin
chub and boulder darter in Tennessee and
Alabama follows:
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Portion of Shoal Creek Watershed Covered by the
Spotfin Chub and Boulder Darter Nonessential

Experimental Population Designation
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m 5. Amend § 17.95(e) by removing the their place, the words “SPOTFIN CHUB Dated: April 1, 2005.

words “SPOTFIN CHUB (Cyprinella (Erimonax monachus)”. Craig Manson,
(=Hybopsis) monacha)” and adding, in Assistant Secretary for Fish and Wildlife and
Parks.

[FR Doc. 05-7086 Filed 4-7-05; 8:45 am|
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This section of the FEDERAL REGISTER
contains notices to the public of the proposed
issuance of rules and regulations. The
purpose of these notices is to give interested
persons an opportunity to participate in the
rule making prior to the adoption of the final
rules.

DEPARTMENT OF AGRICULTURE

Animal and Plant Health Inspection
Service

9 CFR Parts 93, 94, and 98

[Docket No. 02—046—1]

RIN 0579-AB79

Importation of Swine and Swine
Products From the European Union

AGENCY: Animal and Plant Health
Inspection Service, USDA.

ACTION: Proposed rule.

SUMMARY: We are proposing to amend
the regulations for importing animals
and animal products into the United
States to apply a uniform set of
importation requirements related to
classical swine fever (CSF) to a region
consisting of all of the 15 Member States
of the European Union (EU) that
comprised the EU as of April 30, 2004
(the EU-15) and prohibit for a specified
period of time the importation of live
swine and swine products from any area
in the EU-15 that is identified by the
veterinary authorities of the region as a
restricted zone. We believe these
changes are necessary to help prevent
the introduction of CSF into the United
States while increasing our
responsiveness to changes in the CSF
situation in the EU.

DATES: We will consider all comments
that we receive on or before June 7,
2005.

ADDRESSES: You may submit comments
by any of the following methods:

e EDOCKET: Go to http://
www.epa.gov/feddocket to submit or
view public comments, access the index
listing of the contents of the official
public docket, and to access those
documents in the public docket that are
available electronically. Once you have
entered EDOCKET, click on the “View
Open APHIS Dockets” link to locate this
document.

e Postal Mail/Commercial Delivery:
Please send four copies of your

comment (an original and three copies)
to Docket No. 02—046—-1, Regulatory
Analysis and Development, PPD,
APHIS, Station 3C71, 4700 River Road
Unit 118, Riverdale, MD 20737-1238.
Please state that your comment refers to
Docket No. 02—046-1.

e Federal eRulemaking Portal: Go to
http://www.regulations.gov and follow
the instructions for locating this docket
and submitting comments.

Reading Room: You may read any
comments that we receive on this
docket in our reading room. The reading
room is located in room 1141 of the
USDA South Building, 14th Street and
Independence Avenue SW.,
Washington, DC. Normal reading room
hours are 8 a.m. to 4:30 p.m., Monday
through Friday, except holidays. To be
sure someone is there to help you,
please call (202) 690-2817 before
coming.

Other Information: You may view
APHIS documents published in the
Federal Register and related
information on the Internet at http://
www.aphis.usda.gov/ppd/rad/
webrepor.html.

FOR FURTHER INFORMATION CONTACT: Dr.
Chip Wells, Senior Staff Veterinarian,
Regionalization Evaluation Services
Staff, National Center for Import and
Export, VS, APHIS, 4700 River Road
Unit 38, Riverdale, MD 20737-1231;
(301) 734—-4356.

SUPPLEMENTARY INFORMATION:

Background

The Animal and Plant Health
Inspection Service (APHIS) of the
United States Department of Agriculture
(USDA or the Department) regulates the
importation of animals and animal
products into the United States to guard
against the introduction of animal
diseases not currently present or
prevalent in this country. The
regulations in 9 CFR part 94 (referred to
below as the regulations) prohibit or
restrict the importation of specified
animals and animal products to prevent
the introduction into the United States
of various animal diseases, including
classical swine fever (CSF), rinderpest,
foot-and-mouth disease, bovine
spongiform encephalopathy, swine
vesicular disease, and African swine
fever.

Sections 94.9 and 94.10 of the
regulations state that CSF is known to
exist in all regions of the world, except

for those regions listed in §§ 94.9(a) and
94.10(a). The importation of live swine
and swine products from regions not
recognized as free of CSF is restricted or
prohibited. In addition, the importation
of live swine and swine products from
a region consisting of certain Member
States and portions of Member States of
the European Union (EU) is restricted
with regard to CSF, even though that
region is listed as free of the disease.
The restrictions on imports from that
region were established in a final rule
published in the Federal Register on
April 7, 2003 (68 FR 16922—-16941,
Docket No. 98-090-5).

We based our final rule primarily on
two risk analyses conducted by
APHIS.! 2 The risk analyses examined a
region consisting of EU countries
(Member States) that the European
Commission (EC) asked us to recognize
as free of CSF. (The EC is the EU
institution responsible for representing
the EU as a whole. It proposes
legislation, policies, and programs of
action and implements decisions of the
EU Parliament and Council.) The
Member States identified were Austria,
Belgium, France, Germany, Greece,
Italy, Luxembourg, the Netherlands,
Portugal, and Spain. Five other EU
Member States—Denmark, Finland, the
Republic of Ireland, Sweden, and the
United Kingdom—were already
recognized by APHIS as being free of
CSF.

The first risk analysis was made
available to the public in 1999 at the
time of publication in the Federal
Register of the proposed rule (64 FR
34155-34168, Docket No. 98—090-1)
upon which we based our April 2003
final rule. The second risk analysis was
released in 2002 for public comment (67
FR 22388-22389, Docket No. 98—090-2)
and represented a revision and
supplementation of the 1999 risk
analysis. Data used in both risk analyses
represented events that occurred during
a CSF epidemic in Europe during 1997
and 1998. That outbreak is considered
to be the most severe CSF epidemic ever
experienced in Europe. Both risk
analyses are available by calling or
writing to the person listed in this

1Biological Risk Analysis: Risk assessment and
management options for imports of swine and
swine products from the European Union—June 2,
1999.

2Risk Analysis for Importation of Classical Swine
Fever Virus in Swine and Swine Products from the
European Union—December 2000.
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document under FOR FURTHER
INFORMATION CONTACT. The analyses are
also available on the Internet at http://
www.aphis.usda.gov/vs/ncie/reg-
request.html. At the bottom of that Web
site page, click on “Information
previously submitted by Regions
requesting export approval and
supporting documentation.” At the next
screen, click on the triangle beside
“European Union/Not Specified/
Classical Swine Fever,” then click on
the triangle beside ‘“Response by
APHIS,” which will reveal links to the
risk analyses.

The analyses took into account,
among other things, the CSF history of
the EU region consisting of the 10
Member States in the EC’s request, the
CSF history of countries adjacent to the
region, the veterinary infrastructure and
policies of the region, and the historical
volumes of imports into the United
States of breeding swine, swine semen,
and pork and pork products from the
region.

Based on the analyses, we considered
it necessary to establish certain
mitigation measures for the importation
of live swine, pork and pork products,
and swine semen from the region.
Although there were no CSF outbreaks
in EU domestic swine within the
defined region at the time, the risk
analyses assumed that, because CSF was
endemic in wild boar in several parts of
the EU, it was likely CSF would
continue to occur in domestic swine in
the region. Further, the risk analyses
considered the open borders among EU
Member States. To address these
situations, the final rule required that
commodities from the region of the EU
that was considered to be unaffected
with CSF be segregated from those from
CSF-affected regions of the EU and other
CSF-affected regions, and that measures
be taken to ensure that donor boars
providing semen for export to the
United States are truly free of CSF.
These requirements are described below
under the heading “Importation
Conditions Established in April 2003.”

Importation Conditions Established in
April 2003

Specifically, our April 2003 final rule
required that the following conditions
be met before the commodity in
question could be imported into the
United States (in the absence of any
other diseases of swine that would
otherwise prohibit importation):

e For pork and pork products: (1) The
articles have not been commingled with
pork or pork products derived from
swine that have been in a region listed
at the time as one in which CSF is
known to exist; (2) the swine from

which the pork or pork products were
derived have not lived in a region listed
at the time as one in which CSF is
known to exist, and have not transited
such a region unless moved directly
through the region in a sealed means of
conveyance with the seal determined to
be intact upon arrival at the point of
destination; and (3) the articles are
accompanied by a certificate, issued by
an official of the national government of
the region of origin, stating that the
above provisions have been met.

e For breeding swine: The swine (1)
have never lived in a region listed at the
time as one in which CSF is known to
exist; (2) have never transited such a
region unless moved directly through
the region in a sealed means of
conveyance with the seal determined to
be intact upon arrival at the point of
destination; and (3) have never been
commingled with swine that have been
in a region listed at the time as one in
which CSF is known to exist.
Additionally, no equipment or materials
used in transporting the swine may have
previously been used for transporting
swine ineligible for export to the United
States unless the equipment or materials
first were cleaned and disinfected.
Lastly, the swine have to be
accompanied by a certificate, issued by
a salaried veterinary officer of the
national government of the country of
origin, stating that the above provisions
have been met.

e For swine semen: The donor boar
meets the same conditions as those
listed above for breeding swine.
Additionally, the following conditions
must be met: (1) The semen comes from
a semen collection center approved for
export by the veterinary services of the
national government of the country of
origin; (2) the donor boar is held in
isolation for at least 30 days prior to
entering the semen collection center,
and, no more than 30 days prior to being
held in isolation, is tested with negative
results using a CSF test approved by the
Office International des Epizooties (OIE)
[also referred to as the World
Organisation of Animal Health]; and (3)
the donor boar is observed by the semen
collection center veterinarian while at
the center (including at least a 40-day
holding period at the center following
collection of the semen) and, along with
all other swine at the center, exhibits no
clinical signs of CSF.

Under these conditions, we estimated
that the risk of introducing CSF through
imports from the defined region would
be as follows:

e By importing breeding swine, most
likely one incursion in an average of
33,670 years.

e By importing fresh pork, most likely
one incursion in an average of 22,676
years.

e By importing swine semen, most
likely one incursion in an average of
8,090 years.

APHIS considered each of these risks
to be low.

We continue to consider the
mitigation measures established in our
April 2003 final rule to be necessary for
the importation of breeding swine, pork
and pork products, and swine semen
from the EU region we recognized in
that final rule, and to France and Spain,
which were added to that region
following publication of the April 2003
final rule in a final rule published on
April 20, 2004 (69 FR 21042-21047,
Docket No. 98-090-7). Under this
proposed rule, those requirements
would continue to apply.

Additionally, we are proposing to
apply the measures established in our
April 2003 final rule to importations
from five additional EU Member States
whose exports to the United States are
free of CSF-related restrictions
(Denmark, Finland, the Republic of
Ireland, Sweden, and the United
Kingdom [consisting of England,
Scotland, Wales, the Isle of Man, and
Northern Ireland]), as well as to
Luxembourg (which is currently listed
as a region in which CSF exists, due to
an outbreak of the disease following our
June 1999 proposal) and all of Germany
and Italy. Currently, only portions of
Germany and Italy are recognized as free
of CSF in our regulations. We would
apply the same mitigation measures to
each of the areas described above
because we would recognize the
combination of all of those areas of the
EU as a single region of low-risk for
CSF, discussed below. The region
would be comprised of the 15 Member
States comprising the EU as of April 30,
2004, which we refer to as the European
Union-15 (EU-15). We would add a
definition of European Union-15 (EU-
15) to §§93.500, 94.0, and 98.30.

We discuss below, under the heading
“Uniform Conditions for Imports from
the EU-15,” our proposed application of
uniform import conditions to the EU-15
with regard to CSF. We then discuss the
reasons we believe the EU-15 qualifies
as a region of low-risk for CSF under the
heading “Basis for Recognition of an EU
Region.”

Uniform Conditions for Imports From
the EU-15

As noted above, we are proposing to
recognize a single region for CSF (the
EU-15) that would consist of the
following areas: (1) That region of the
EU we now recognize as being free of
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CSF but from which imports of swine
and swine products are subject to
specified restrictions; (2) Denmark,
Finland, the Republic of Ireland,
Sweden, and the United Kingdom
(consisting of England, Scotland, Wales,
the Isle of Man, and Northern Ireland);
and (3) Luxembourg and all of Germany
and Italy. Currently, only portions of
Germany and Italy are recognized as free
of CSF in our regulations.

In our April 2003 final rule, we did
not include Denmark, Finland, the
Republic of Ireland, Sweden, and the
United Kingdom in the EU region we
defined as free of classical swine fever
but from which the importation of
swine and swine products are subject to
certain restrictions. Those five Member
States had already been recognized in
previous rulemakings as regions in
which CSF is not known to exist and
from which swine and swine products
may be imported into the United States
without restriction related to CSF. We
continued to treat those Member States
in the same way we had been treating
them since the time we recognized them
as free of CSF; that is, we did not apply
to them the additional mitigation
measures we were applying to the EU
region we recognized in the April 2003
final rule.

However, because we had recognized
those five Member States as free of CSF
before the EU was established, the
evaluations we had conducted that
supported such a classification of
freedom did not take into account the
opening of national borders within the
EU and the possibility that the five CSF-
free Member States would trade freely
with EU Member States that we
considered CSF-affected.

As part of the EU, those five Member
States carry out trade with the rest of the
EU under what is essentially an open-
border trading policy. There is no
substantive difference between the way
trade is carried out within the EU by
those five Member States compared to
the way it is carried out by other
Member States. Because of these open-
border policies, we believe the CSF risk
from the five member States must be
considered the same as from the EU
region we recognized as subject to
additional mitigation measures in our
April 2003 final rule, and the same
importation conditions would be
applied to both areas under this
proposed rule.

Additionally, we are proposing to
apply those importation conditions to
parts of the EU that we have not yet
recognized as CSF-free. In our April
2003 final rule, we excluded certain
parts of the EU—in some cases entire
Member States—from the region we

recognized as CSF-free, either because
those areas were not eligible for
recognition as CSF-free at the time we
published the proposal for our April
2003 final rule, or because they
experienced an outbreak of CSF in
domestic swine following publication of
that proposed rule. Those areas
included all of France and Spain—
which have since been added to the
region of the EU we consider free of CSF
with restrictions—all of Luxembourg,
and parts of Germany and Italy. In
Germany, we excluded the following
kreis: the Kreis Uckermark in the Land
of Brandenburg; the Kreis Oldenberg,
the Kreis Soltau-Fallingbostel, and the
Kreis Vechta in the Land of Lower
Saxony; the Kreis Heinsberg and the
Kreis Warendorf in the Land of
Northrhine-Westphalia; the Kreis
Bernkastel-Wittlich, the Kreis Bitburg-
Priim, the Kreis Donnersbergkreis, the
Kreis Rhein-Hunsriiche, the Kreis
Stidliche Weinstrasse, and the Kreis
Trier-Saarburg in the Land of Rhineland
Palatinate; and the Kreis Altmarkkreis
in the Land of Saxony-Anhalt. In Italy,
we excluded the Regions of Emilia-
Romagna, Piemonte, and Sardegna.

Whether we excluded an entire
Member State or a smaller
administrative unit depended on
whether we had identified in the June
1999 proposed rule the administrative
unit we would recognize as a region
within a particular Member State in the
event of a CSF outbreak. We had
identified such administrative units for
Germany and Italy (the “kreis” in
Germany and the “region” in Italy), but
not for the other Member States of the
EU.

We are now proposing to apply the
certification requirements established
by our April 2003 final rule to all the
areas in Italy and Germany listed above
and to Luxembourg. In addition, we
would require the EC to certify that
commodities (breeding swine, swine
semen, and fresh pork and pork
products) are not exported from—and
have not been commingled with swine
from—restricted zones in the EU during
the following time periods: (1) A period
of 6 months after the last case of CSF in
domestic swine in the restricted zone; or
(2) until restrictions put in place by the
EU because of CSF in wild boar in the
restricted zone are released. We
consider this action warranted because
we consider the EU to be an
homogeneous region of low CSF risk
(although one in which CSF outbreaks
may continue to occur) and because the
EC has appropriate control measures in
place to mitigate the risk of continuing
outbreaks.

We consider the EU to be
homogeneous with regard to CSF
despite the fact that we have treated
certain kreis in Germany and Regions in
Italy slightly differently from the rest of
those countries during our rulemaking
process. Our June 1999 proposed rule
excluded three kreis in Germany and
three Regions in Italy from
consideration as part of the region
recognized in our April 2003 final rule.
Because these areas had experienced
outbreaks within 6 months before
collection of data for the 1999 risk
analysis, the model excluded
consideration of exports from those
areas. Exclusion of those areas was a
policy decision based on the
regionalization approach being used by
APHIS at the time.

However, the model used for the risk
analysis was based on the assumption
that outbreaks would continue to occur
in the EU. Even with this assumption,
the risk analysis concluded that the risk
of exporting CSF from the EU in
breeding swine, swine semen, and fresh
pork was low. Outbreaks did, in fact,
occur in some German kreis other than
the three excluded from the June 1999
proposed rule—as well as in France,
Spain, and Luxembourg, which were
subject to the June 1999 proposed rule—
and to provide the public an
opportunity to comment upon the
outbreaks, we did not include those
kreis and Member States in our April
2003 final rule. However, we consider
the CSF risk posed by commodities from
the German kreis and Italian Regions
that were excluded from the proposed
rule, as well as from those areas and
Member States that had outbreaks
subsequent to the proposed rule, to be
equivalent to the CSF risk from the
other EU-15 Member States (as
discussed above, in April 2004 we
added France and Spain to the EU
region we recognized in April 2003). We
consider the risk from the EU-15 as a
whole to be within the parameters of the
risk analysis, and believe the risk from
continuing CSF outbreaks in any part of
the EU-15 would be adequately
mitigated by the control mechanisms
implemented in the EU.

Thus, we are proposing to apply the
same import conditions for swine and
swine products with regard to CSF to a
region consisting of all of Austria,
Belgium, Denmark, Finland, France,
Germany, Greece, Italy, Luxembourg,
the Netherlands, Portugal, the Republic
of Ireland, Spain, Sweden, and the
United Kingdom. The conditions for
pork, pork products, and live swine
would be set forth in § 94.24. The
conditions for swine semen would be
set forth in § 98.38.
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The EU-15 as a Region of Low Risk for
CSF

In evaluating the CSF risk from
imports of breeding swine, swine
semen, and swine products from the
EU-15, we took into consideration the
following characteristics of that region:

e The region contains a known source
of CSF risk (e.g., infected wild boar) that
may spread the disease virus to EU
domestic swine, resulting in continuing
outbreaks of CSF in the region, but
veterinary officials in the region have
established risk mitigation measures
adequate to prevent widespread
exposure and establishment of the
disease;

e Specific mitigation measures in
place include surveillance,
epidemiological investigations,
diagnostic capability, and emergency
response capacity that are sufficient to
identify the disease, establish
appropriate control zones, and
implement all measures necessary to
effectively limit the spread of CSF from
the region; and

e Veterinary officials maintain
contingency plans defining proactive
approaches to CSF control: The
veterinary officials have sufficient legal
powers, a detailed chain-of-command,
and appropriate resources, including
emergency funds, laboratory staff,
equipment and infrastructure, to carry
out a rapid and effective eradication
campaign; there is an instruction
manual detailing all procedures,
instructions, and measures, including
emergency vaccination plans if deemed
necessary, to be implemented in the
event of a CSF outbreak; and
appropriate staff regularly receive
training and conduct drills in CSF
diagnosis, control measures, and
communication techniques.

Included in the EC request to APHIS
that resulted in our April 7, 2003, final
rule was a request that was made in the
context of the Veterinary Equivalence
Agreement (VEA) between the United
States and the EU, which was enacted
in 1998. (The stated objective of the
VEA is to facilitate trade in live animals
and animal products between the EU
and the United States by establishing a
mechanism for the recognition of
equivalence of sanitary measures,
consistent with the protection of public
and animal health, and improve
communication and cooperation on
sanitary issues.) The EC requested that
APHIS adopt the EC approach to
regionalization for CSF. This would
require APHIS to establish a new
approach to dealing with outbreaks of
CSF in the EU-15. As a result of our
review of the information provided, we

are proposing to establish a new
approach that will adopt many elements
of the EC approach to dealing with
outbreaks of CSF in the EU-15. Rather
than responding to outbreaks through
rulemakings specific to each outbreak,
we are proposing in this document to
establish actions that we would take in
the event of a CSF outbreak in the
region. Our proposal and the way in
which it differs from current practice is
explained below. While the approach
we are proposing would, in this case,
apply specifically to the EU-15, we
would accept requests and supporting
information from other regions
interested in being considered for a
similar approach.

Currently, § 92.3 of the regulations
provides that whenever the EC
establishes a quarantine for a disease in
the EU in a region APHIS recognizes as
one in which the disease is not known
to exist and the EC imposes prohibitions
or other restrictions on the movement of
animals or animal products from the
quarantined area in the EU, such
animals and animal products are
prohibited importation into the United
States. Additionally, APHIS published a
final rule on May 4, 2004 (69 FR 25817—
25820, Docket No. 02-001-2) that
established procedures to follow when a
region that we recognize as free of an
animal disease experiences an outbreak
of that disease. If a region of the world
that is considered free of CSF
experiences an outbreak of CSF, APHIS
will prohibit or restrict immediately the
importation of live swine, fresh pork
and pork products, and swine semen
from that region into the United States.
We then may publish an interim rule in
the Federal Register as soon as possible
that removes that region from the lists
in §§94.9 and 94.10 of the regulations
of regions in which CSF does not exist
and that prohibits or restricts, by
regulation, the importation of live
swine, fresh pork and pork products,
and swine semen. We accept public
comment on the interim rule for a
specified period of time. If the outbreak
is eliminated in the region in question
and a sufficient amount of time passes
(generally defined as consistent with
OIE recommendations) to ensure that
the disease has been eradicated, we
evaluate the risk of resuming imports
from the region. If we believe the results
of the risk evaluation support
reinstatement of the region’s previous
CSF-free status and resumption of the
importation of the prohibited swine and
swine products into the United States,
we make the evaluation available to the
public and solicit public comment on it.
If, after considering the public

comments, we still consider it
warranted to reinstate the region’s CSF-
free status, we publish a final rule in the
Federal Register listing the region as
free of CSF, and we allow importations
of swine and swine products to resume.

We are proposing in this document
that, whenever an outbreak of CSF
occurs in the EU-15 and the competent
veterinary authority of the EU-15
Member State establishes a quarantined
area for CSF (also referred to in this
document as a “restricted zone’’), swine
and swine products will be prohibited
importation into the United States from
that zone. No action would be required
by APHIS; the prohibition would take
effect immediately. Swine and swine
products would not be allowed
importation from the region unless they
are accompanied by certification by an
official of the competent veterinary
authority of the EU-15 Member State
that the prohibitions set forth in this
proposed rule regarding restricted zones
(discussed below) have been met.

In the case of an outbreak of CSF in
EU domestic swine, the importation
prohibitions would remain in effect for
6 months following the depopulation of
swine and the cleaning and disinfection
of the last infected premises in the
restricted zone, even if the competent
veterinary authority of the EU-15
Member State removes its designation of
the area as a restricted zone before 6
months have elapsed. In the case of a
restricted zone established because of
the detection of CSF in wild boar, the
importation prohibitions would remain
in place until the competent veterinary
authority of the EU-15 Member State
removes its designation of the area as a
restricted zone. (The issue of wild boar
is discussed further in this document
under the heading “Wild Boar.”) The
lifting of the prohibitions on imports
into the United States from a restricted
zone would take effect at the times
described above. No action by APHIS
would be required. However, APHIS
would reserve the right to make site
visits and review documentation related
to the outbreak and eradication
activities. In considering the CSF risk in
the EU-15, we evaluated both the ability
of officials in that region to ensure that
such restricted zones would be
effectively established and maintained
and the ability of the officials to ensure
that prohibitions on the importation
into the United States of swine and
swine products from the restricted
zones would be effectively enforced.

In §§ 94.0 and 98.30, we would define
restricted zone for classical swine fever
to mean an area, delineated by the
relevant competent veterinary
authorities of the region in which the
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area is located, that surrounds and
includes the location of an outbreak of
CSF in domestic swine or detection of
the disease in wild boar, and from
which the movement of domestic swine
is prohibited. We are not proposing to
specify how far from an outbreak a
restricted zone must extend because
factors such as geographic boundaries
could influence the necessary distance.
However, we did evaluate the policies
of the EC for establishing restricted
zones when considering whether to
consider the EU-15 as a region of low-
risk for CSF. This is discussed in more
detail below under “EU Animal Health
Controls.”

We believe this new approach is
warranted for the EU-15 because that
region has demonstrated the capability
to effectively prevent the spread of CSF
from areas where outbreaks occur. Plus,
as a precautionary measure, imports of
swine and swine products from the EU-
15 into the United States will be
restricted to address the recognized
probability of these outbreaks occurring
from time to time.

Because we are proposing to
recognize the EU-15 as a single region
that poses a low risk for CSF, we would
remove from §§ 94.9(a) and 94.10(a) of
the regulations the EU-15 Member
States currently listed as regions in
which CSF is not known to exist. The
EU-15 would be included in proposed
§§94.9(b) and 94.10(b) as a single region
of low-risk for CSF.

Basis for Consideration of the EU-15 as
a Region of Low-Risk for CSF

We believe that consideration of the
EU-15 as a single low-risk region for
CSF is warranted based on the risk
analyses described above, upon which
we based on our April 2003 final rule,
and on our knowledge of the veterinary
infrastructure and legislation in the EU.
These considerations are discussed in
detail in an APHIS document titled
“APHIS Risk Considerations on
Importation of Classical Swine Fever
(CSF) Virus in Breeding Swine, Swine
Semen, and Fresh Pork from a European
Union Region of Fifteen Member
States.” The document can be obtained
by calling or writing to the person listed
in this document under FOR FURTHER
INFORMATION CONTACT. It is also available
on the Internet at http://
www.aphis.usda.gov/vs/ncie/reg-
request.html. At the bottom of that Web
site page, click on “Information
previously submitted by Regions
requesting export approval and
supporting documentation.” At the next
screen, click on the triangle beside
“European Union/Not Specified/
Classical Swine Fever,” then click on

the triangle beside ‘“‘Response by
APHIS,” which will reveal a link to the
document.

The estimates of risk in the analyses
we conducted regarding CSF in the EU-
15 suggest that the EU’s control
mechanisms, combined with the risk
mitigation measures we established in
the April 2003 final rule, are sufficiently
effective to mitigate the risk of
introducing the CSF virus to the United
States via exports of the swine and
swine products that would be eligible
for importation into the United States
under this rule.

The risk estimated in the risk analyses
regarding the EU that we conducted in
1999 and 2000 was based on
quantitative data reflecting the effects of
EU regulations that were in place during
a severe CSF outbreak in 1997 and 1998
that occurred extensively in the
Netherlands and that spread to other EU
Member States. Although the outbreak
was considered the most severe the EU
ever experienced and CSF did spread
during that outbreak, our quantitative
estimates of risk showed that the risk to
the United States of CSF introduction
due to that most severe outbreak was
low. Since that outbreak, the EU has
implemented measures to strengthen its
response to a CSF outbreak. Therefore,
with the continued application of EU
regulations, any risk from future CSF
outbreaks in the EU-15 is expected to
also be low, unless an outbreak occurs
that is more severe than the one in
1997-1998—i.e., that poses a risk
greater than that evaluated in the
analysis. In the event of a more severe
outbreak or any other circumstance the
Administrator considers to pose a risk
(such as evidence of unreported CSF
outbreaks or significant deterioration of
veterinary infrastructure or control in
the region), the APHIS Administrator
would reserve the right to take whatever
action is necessary to ensure that CSF is
not introduced into the United States.

EU Animal Health Controls

In general, our proposed classification
of the EU-15 as a region of low risk for
CSF is based on continued adherence in
the Member States to EU animal health
controls, some of which are described
below, as well as on the measures we
established in our April 2003 final rule.
However, in one way, we believe it is
necessary to require a measure that
exceeds the EU controls. This measure
has to do with the length of time the
prohibition on the importation into the
United States of swine and swine
products from a restricted zone is
maintained. We discuss this measure at
greater length below, under the heading

“Prohibition of Importations from a
Restricted Zone.”

Animal health regulations imposed in
the EU are harmonized and binding
upon all Member States. Requirements
include compulsory notification of OIE
List A diseases, including CSF, and
laboratory testing for CSF on all sick
swine if CSF is suspected. Member
States are required to have CSF
contingency plans and, if applicable,
eradication plans for CSF in wild boar
populations.

Swine are moved freely among EU
Member States and within Member
States. Swine born in one Member State
are routinely fattened or slaughtered in
another. Animals moving between
Member States are required to be
accompanied by an official health
certificate issued by an official
veterinarian appointed by the
competent veterinary authority of the
Member State. Prior notification of the
movement is reported electronically
through an electronic network linking
authorities of the EC and Member
States.?

Farm registration is mandatory, and
each holding is assigned a unique
identification number by the competent
veterinary authority of the Member
State. Animal identification is
compulsory. Breeding swine must be
identified with a unique identification
number (either by ear tag or tattoo), and
fattening swine must be identified by
the holding registration number. This
information is maintained by each
Member State.

If CSF is detected anywhere in the
EU, control mechanisms are activated in
accordance with EU legislation. When
CSF is suspected on a swine holding, a
clinical investigation is conducted by
the competent veterinary authority of
the Member State to confirm or rule out
the disease, and an epidemiological
investigation is carried out. Movement
of swine from the holding under
suspicion is prohibited, and biosecurity
measures are implemented to prevent
spread of the disease.

If CSF is confirmed, all swine on the
holding containing infected swine must
be depopulated, and the carcasses must
be disposed of after being treated to
inactivate the CSF virus under official
supervision. Two types of zones are

3TRACES (Trade Control and Export System) is
replacing ANIMO by the end of 2004 as the
computerized system mandated by EU law to track
animal and animal product movement between
Member States, as well as to track imports from
non-EU countries into the EU. Data are entered by
local veterinary authorities in each Member State
and are shared over a network with the rest of the
EU. The system is administered by a private
contractor under the oversight of the EC and the EU
Court of Auditors.
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established around an outbreak of CSF
in EU domestic swine—*‘protection
zones”’ and “‘surveillance zones.” The
protection zone extends at least 3
kilometers from the outbreak. The
surveillance zone extends at least 10
kilometers from the outbreak. For the
purpose of our regulations, we would
consider the combination of an EU
protection zone and surveillance zone to
constitute a restricted zone. When
establishing zones, the competent
veterinary authority of the Member State
is required by EU legislation to take into
account the following:

e The results of the epidemiological
investigation;

e The geographical situation,
particularly natural or artificial
boundaries;

e The location and proximity of
holdings;

¢ Patterns of movements and trade in
swine and the availability of
slaughterhouses;

e The facilities and personnel
available to control any movement of
swine within the zones, in particular if
the swine to be killed need to be moved
away from their holding of origin.

Veterinary authorities are required to
take all necessary measures, including
posting signs and alerting the media, to
inform the public of the imposed
restrictions and must use appropriate
measures to enforce the restrictions.
Veterinary authorities of Member States
collaborate in establishing zones that
overlap their borders.

In accordance with EU regulations,
premises located within the protection
zone are prohibited by the Member State
from moving swine out of that zone for
at least 30 days following the
depopulation of swine and the cleaning
and disinfection of the last premises in
the zone infected with CSF. Premises
within the surveillance zone are
prohibited by the Member State from
moving swine out of that zone for at
least 20 days following the
depopulation of swine and the cleaning
and disinfection of the last premises in
the protected zone infected with CSF. A
census is conducted of all swine in both
the protection and surveillance zones.
Clinical examinations are conducted of
all swine within the protection zone.

An epidemiological inquiry is made
into the origin of the virus in the
infected swine, and contacts are
identified for traceback and
traceforward investigations. Isolates of
the virus are genetically typed by the EU
Reference Laboratory in Hanover,
Germany.

Under official supervision of the
competent veterinary authority of the
Member State, meat of swine

slaughtered during the period between
the probable introduction of disease and
the implementation of control measures
is traced and processed in such a way

as to destroy or inactivate the CSF virus.
Likewise, swine genetic products
collected during this time are traced and
destroyed under official supervision in
such a way as to avoid the risk of spread
of the CSF virus.

After the depopulation of swine, the
buildings, equipment, vehicles, and
other articles that may have been
contaminated with the CSF virus must
be cleaned and disinfected under
official supervision using approved
disinfectants.

Swine may not be reintroduced onto
a holding that contained infected swine
until at least 30 days after the required
cleaning and disinfection. Any swine
reintroduced onto the holding must be
monitored to make sure that none
develop antibodies to CSF.

The EU does not vaccinate domestic
swine for CSF. However, with EC
approval, emergency vaccination may
be used in cases where CSF has been
confirmed and epidemiological data
suggest that the disease threatens to
spread.

Whenever CSF is detected in a wild
boar, the competent veterinary authority
of the Member State, in consultation
with an expert panel of veterinarians,
hunters, wildlife biologists, and
epidemiologists, defines the infected
area, implements appropriate measures
to reduce the spread of the disease,
develops and submits for EC approval
an eradication plan, and audit the
effectiveness of measures adopted to
eradicate CSF from the infected area.
These measures require that all holdings
of domestic swine in the infected area
be placed under official surveillance, an
official census of swine be conducted,
swine movement be restricted,
biosecurity measures be implemented,
and testing for CSF be conducted on all
sick or dead swine. Further, all wild
boar shot or found dead must be
examined and tested for CSF by an
official veterinarian designated by the
competent veterinary authority of the
Member State. In addition, the measures
taken may include suspension of
hunting and a ban on feeding wild boar.
The veterinary authority must also
ensure that the CSF isolate is genetically
typed. Adjacent Member States
collaborate in establishing control
measures in cases where the infected
wild boar are found close to common
borders.

As part of an approved eradication
plan, emergency vaccination of wild
boar may be conducted in situations
where CSF has been confirmed and

epidemiological data suggest that the
disease threatens to spread. The
vaccination area must be part of the
defined infected area, and appropriate
measures must be taken to prevent
spread of the vaccine virus to domestic
swine. Currently, there is an ongoing
emergency vaccination program for wild
boar in infected areas within Germany
and Luxembourg.

Requirement in Addition to EU Controls

As we stated above, we believe it is
necessary to require a CSF control
measure in the EU-15 that exceeds EU
controls and the conditions imposed by
our April 2003 final rule. This measure
is the length of time the prohibitions on
the exportation of swine and swine
products to the United States are
maintained. We discuss this measure
below.

Prohibition of Importations From a
Restricted Zone

Current EU regulations allow CSF
restrictions in a protection zone (that
area extending at least 3 kilometers from
an infected holding of domestic swine)
to be removed 30 days after completion
of preliminary cleaning and disinfection
measures on the infected holding.
Restrictions in a surveillance zone must
stay in place at least 20 days after such
cleaning and disinfection. Restrictions
are removed only after clinical
examinations and serology indicate that
any swine remaining in the area are free
of CSF. Presumably, after restrictions
are released, swine from the area could
be moved throughout the EU.

We are concerned by observations of
recurrence of CSF in certain areas
shortly after such restrictions have been
removed by the EU and swine
movement from the areas has
commenced. For example, in December
2001, an outbreak was confirmed in
Osoma, Spain, 22 days after release of
movement restrictions by the EU. In
another case, an outbreak in
Luxembourg in August 2002 was
epidemiologically linked to an outbreak
that occurred in June 2002, and
occurred 27 days after release of
movement restrictions by the EU.
During the 1997-1998 epidemic,
veterinary authorities in the EU usually
found it necessary to maintain
movement restrictions for more than 30
days following an outbreak. These
observations suggest that restricting
movement for only 30 days may be
insufficient to ensure that the region
remains unaffected.

Further, as discussed below, we
believe that OIE standards support
restriction of movement for more than
30 days. As discussed above, we are
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proposing to consider the EU-15 as a
region of low risk for CSF, rather than

as a region in which CSF is not known
to exist. The OIE standard that would be
relevant to such a region is the standard
for a country or zone free of CSF in
domestic swine but with infection in the
wild swine population.# In such
situations, OIE recommends that, where
a stamping out policy without
vaccination has been implemented for
CSF control, recognition of the region as
CSF-free may be acquired 6 months after
the last outbreak in domestic swine.

We are in agreement with the OIE
recommendation that restrictions on the
movement of swine and swine products
from a CSF quarantined area be
maintained for 6 months, and consider
it consistent with our proposed
consideration of the EU-15 as a region
that poses a low risk of CSF. Further,
maintenance of such restrictions for 6
months is consistent with our stated
intent in our December 2000 risk
analysis to accept exports only from
regions that have not experienced a CSF
outbreak within the previous 6 months.>
This is why we are proposing to provide
that our prohibition on the importation
of swine and swine products from a
restricted zone established because of an
outbreak of CSF in domestic swine
remain in place for at least 6 months
following the depopulation of swine
and the cleaning and disinfection of the
last infected premises in the zone. As
noted above, the prohibition of the
importation of swine and swine
products from a restricted zone
established because of the detection of
CSF in wild boar would remain in place
until the restricted zone status of the
area is removed by the competent
veterinary authority of the EU-15
Member State.

Wild Boar

Under our current regulations, we do
not remove a region from the lists in
§§94.9(a) and 94.10(a) of regions
considered free of CSF if the disease is
detected in wild boar in the region but
not in domestic swine. This approach is
consistent with APHIS domestic
regulations, which do not regulate wild
boar in the United States for swine
diseases. However, under this proposed
rule, we would prohibit importations of
swine and swine products from areas in
the EU-15 placed under quarantine by
the competent veterinary authority of an
EU-15 Member State because of the
detection of CSF in wild boar, even if

4 OIE, Terrestrial Animal Health Code-2003, Part
2, Chapter 2.1.13.

5Risk Analysis for Importation of Classical Swine
Fever Virus in Swine and Swine Products from the
European Union—December 2000.

CSF has not been detected in domestic
swine in the area. Although the
estimates of CSF risk from the region
identified in our 1999 and 2000 risk
analyses were based on data related
only to outbreaks and control measures
in EU domestic swine (i.e., data from
wild boar outbreaks were not included),
we recognize that EU control measures
implemented in response to outbreaks
in wild boar had a mitigating effect on
the spread of CSF in domestic swine.
Therefore, we believe that EU control
measures for CSF in wild boar are a
critical component of the overall EU
controls for CSF. Data indicate that wild
boar continue to be a potential source of
infection in domestic swine. For
example, infected wild boar are the
suspected source of virus linked to an
August 2003 outbreak in Luxembourg,
an April 2002 outbreak in France, and
multiple outbreaks in Germany. The EU
recognizes the risk to its domestic swine
population because of the endemic CSF
infection in wild boar and has
implemented eradication plans and
contingency measures to deal with this
problem. To protect domestic swine
herds throughout the region, the EC has
placed restrictions on movement of
domestic swine from infected wild boar
areas. It is likely that the EU restrictions
on regions containing infected wild boar
contribute significantly to the
effectiveness of EU control measures.

Certificate for Swine

Section 93.505 of the regulations
requires that, except for swine from
Canada, all swine intended for
importation into the United States be
accompanied by official certification
regarding the health status of the swine
and the disease status of the region of
origin. Paragraph (a) of § 93.505 requires
that the certificate accompanying the
swine show that the entire region of
origin of the swine is free of CSF. In
accordance with our proposed action to
allow the importation of breeding swine
from the EU-15, we are proposing to
change the language in § 93.505
accordingly, to allow for the importation
of live swine from the EU-15.

Application of this Approach to Other
Regions

Section 92.2 of the regulations defines
the type of information that must be
included with the request of a country
or countries to APHIS for recognition of
the animal health status of a region.
Evaluation of this information would
constitute the first step in consideration
of a new regulatory approach for the
region. As part of its consideration,
APHIS would determine whether it
might be appropriate to revise its

approach dealing with outbreaks in the
region that made the request. The
results of these considerations will be
reflected in regulatory changes made
through rulemaking. Aspects of the
rulemaking process are discussed in
§92.2.

Authorized Inspectors

Currently, there is a requirement in
§ 94.24(c) that certificates required
under § 94.24 be presented by the
importer of swine and swine products to
the appropriate Customs and Border
Protection officer at the port of arrival.
We are proposing to require instead that
the certificates be presented to an
authorized inspector, which is defined
in §94.0 as any individual authorized
by the Administrator of APHIS or the
Commissioner of Customs and Border
Protection, Department of Homeland
Security, to enforce the regulations. This
change would reflect the fact that, for
some imports, it is an APHIS employee
who accepts the certificate at the port of
arrival.

Executive Order 12866 and Regulatory
Flexibility Act

This proposed rule has been reviewed
under Executive Order 12866. The rule
has been determined to be significant
for the purposes of Executive Order
12866 and, therefore, has been reviewed
by the Office of Management and
Budget.

Under the Animal Health Protection
Act (7 U.S.C. 8301 et seq.) the Secretary
of Agriculture is authorized to
promulgate regulations to prevent the
introduction into the United States or
dissemination of any pest or disease of
livestock. Under this authority, APHIS
is proposing to establish provisions for
imports of swine and swine products
from the EU-15 under conditions we
believe will guard against the
introduction of CSF into the United
States from that region.

Below is the economic analysis for the
changes proposed in this document. The
economic analysis provides a cost-
benefit analysis as required by
Executive Order 12866 and an analysis
of the potential economic effects on
small entities as required by the
Regulatory Flexibility Act.

We do not have enough data for a
comprehensive analysis of the economic
effects of this proposed rule on small
entities. Therefore, in accordance with 5
U.S.C. 603, we have performed an initial
regulatory flexibility analysis for this
proposed rule. We are inviting
comments about this proposed rule as it
relates to small entities. In particular,
we are interested in determining the
number and kind of small entities who
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may incur benefits or costs from
implementation of this proposed rule
and the economic impact of those
benefits or costs.

CSF is a highly contagious and fatal
disease of swine. It was eradicated from
the United States in 1976 after a 16-year
effort, at a cost to USDA and individual
States of about $140 million ($455
million in 2003 dollars). The potential
for reintroduction of CSF into the
United States remains a major concern,
not only because of production losses
and eradication costs, but also because
of the adverse effects reintroduction
would have on U.S. swine and pork
exports.

APHIS determines, based on disease
risk evaluations, whether animals and
animal products may be exported from
foreign regions to the United States. If
a region recognized by APHIS as free of
a specific animal disease experiences an
outbreak, generally an interim rule is
issued prohibiting or restricting
potentially infected imports. Once the
outbreak has been eliminated, and a
period of time has elapsed sufficient to
allow the animal disease situation in the
region to stabilize, the region’s previous
disease-free status may be restored.
APHIS personnel conduct a site visit
and reevaluate the risk by conducting a
risk analysis. If, based on the analysis,
APHIS believes it is appropriate to once
again consider the region free of the
disease, APHIS publishes a notice in the
Federal Register soliciting public
comments on the analysis. Any
comments received are reviewed and
each issue raised by commenters is
considered. If, after review of the
comments, APHIS continues to consider
it appropriate to once again recognize
the region free of the disease, a final rule
is published in the Federal Register
giving notice of such recognition.

We believe this proposed rule would
enable APHIS to respond more quickly
to changes in CSF conditions within the
EU-15, while maintaining the Agency’s
sanitary standards. The proposed rule
would change the procedure by which
imports of swine, pork and pork
products, and swine semen would be
allowed to resume following the
elimination of a CSF outbreak in the
EU-15. Separate rulemaking would no
longer be required each time an area
within the region experiences a CSF
outbreak and the disease is
subsequently eliminated. Rather, APHIS
would recognize quarantine decisions
made by the competent veterinary
authority of an EU-15 Member State
and prohibit the importation of swine
and swine products from restricted
zones in the EU-15 established by the
competent veterinary authority of an

EU-15 Member State. As an additional
safeguard, imports of swine, fresh pork
and pork products, and swine semen
into the United States from the
restricted zone would be prohibited for
a period of 6 months following the
depopulation of swine and the cleaning
and disinfection of the last infected
premises in the zone. Restrictions and
prohibitions we would establish
because of the detection of CSF in wild
boar would remain in place until the
restricted zone status of the area is
removed by a competent veterinary
authority of the EU-15 Member State.

An alternative to the proposed rule
would be to not change the
regulations—i.e., to continue to initiate
rulemaking whenever the CSF situation
within the EU-15 changes. Continuing
with the current procedures would not
achieve the Agency objective of
improving the Agency’s responsiveness
to CSF situation changes while
maintaining adequate disease
prevention measures. A second
alternative would be to consider the
EU-15 as a single region of low risk for
CSF, but not require that at least 6
months elapse after eradication of a
disease outbreak in the region before the
importation of swine and swine
products into the United States could
resume. This alternative would forfeit
the additional sanitary assurance that
the 6-month period is intended to
provide to the U.S. swine industry that
the reestablished imports would be CSF-
free. We believe that this proposed rule
would be preferable in allowing
resumption of imports in a timelier
manner, while ensuring that sanitary
standards are maintained. As noted
above, we invite public comment on
this proposed rule, including comment
on how the proposed rule could be
modified to reduce expected costs or
burdens for small entities consistent
with its objectives. Any comment
suggesting changes to the proposed
criteria should be supported by an
explanation of why the changes should
be made.

Expected Effects of the Proposed Rule

This proposed rule could affect U.S.
imports of swine, pork and pork
products, and swine semen from the
EU-15 in several ways. One of the
effects would be potential additional
restrictions on the importation of swine
semen from certain EU-15 Member
States. Additionally, the regulatory
process used to establish import
restrictions for areas affected by CSF,
and to remove those restrictions when
the disease is eliminated, would be
simplified and made timelier. We
believe the proposed rule would also

result in more efficient use of APHIS
resources. These areas of potential
effects are discussed in turn.

Change in Swine Semen Requirements

The EU-15 consists of the following
Member States: Austria, Belgium,
Denmark, Finland, France, Germany,
Greece, Italy, Luxembourg, the
Netherlands, Portugal, the Republic of
Ireland, Spain, Sweden, and the United
Kingdom. APHIS considered five of the
Member States—Denmark, Finland, the
Republic of Ireland, Sweden, and the
United Kingdom—to be free of CSF even
before publication of our April 2003
final rule. In that final rule, we
recognized—with the exception of
specified regions in Germany and
Italy—the countries of Austria, Belgium,
Germany, Greece, Italy, the Netherlands,
and Portugal as a single region in which
CSF is not known to exist. That final
rule also set forth conditions under
which breeding swine, pork and pork
products, and swine semen could be
imported into the United States from
that region.

The remaining three Member States-
France, Luxembourg, and Spain-as well
as specified regions in Germany and in
Ttaly, were not included in the region
recognized by the final rule because of
outbreaks of CSF either before or after
publication of the June 1999 proposed
rule on which the April 2003 final rule
was based. However, as discussed
above, we published a final rule in the
Federal Register in April 2004 that
recognized France and Spain as part of
the CSF-free region we had established
in our April 2003 final rule.

This proposed rule would consider
the EU-15 to be a single region of low-
risk for CSF. Therefore, that region
would include the seven Member States
we recognized in whole or in part as
CSF-free in the April 2003 final rule
(Austria, Belgium, Germany, Greece,
Italy, the Netherlands, and Portugal), the
five Member States we already
considered CSF-free before the April
2003 final rule (Denmark, Finland, the
Republic of Ireland, Sweden, and the
United Kingdom), the two Member
States we recognized as CSF-free in our
April 2004 final rule (France and
Spain), and Luxembourg. Under the
provisions of this proposed rule, each of
the 15 Member States would be subject
to the import conditions set forth in the
April 2003 final rule and to the
restrictions added in this document
concerning waiting periods before
release of restrictions on zones where
outbreaks have occurred. In considering
the effects of these changes, the key
questions are: (1) In what ways do the
current import requirements for
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Denmark, Finland, the Republic of
Ireland, Sweden, and the United
Kingdom differ from the import
requirements set forth in this proposed
rule; and (2) what effects would result
for those five Member States due to the
changes in requirements for export to
the United States?

This proposed rule prescribes
conditions for the importation of
breeding swine, swine semen, and pork
and pork products from areas classified
as low risk for CSF. Movement
restrictions require that there be no
commingling of commodities intended
for export to the United States (or of the
donor boars of swine semen intended
for export to the United States) with like
commodities from areas where CSF is
known to exist. Movement of
commodities intended for export to the
United States through areas where CSF
is known to exist is permitted only by
sealed means of conveyance. Sanitary
certification that these provisions have
been met is required.

Denmark, Finland, the Republic of
Ireland, Sweden, and the United
Kingdom are already complying with
the proposed conditions for pork, pork
products, and breeding swine, and, in
fact, were meeting these conditions
before our April 2003 final rule.
However, with respect to swine semen,
the proposal would require that before
the semen is exported to the United
States, the donor boar must be held at
the semen collection center for at least
40 days following semen collection, to
ensure that the boar does not exhibit
any clinical signs of CSF. This would be
a new risk mitigation measure for swine
semen exported to the United States
from these five Member States.

Three of the five Member States,
Denmark, the Republic of Ireland, and
the United Kingdom, have histories of
swine semen exports to the United
States. From 1994 through 2002, the
United States imported an average of
2,474 straws of swine semen annually.
The average yearly share of U.S. swine
semen imports supplied by the three
Member States over the 9-year period
was about 26 percent. The United
Kingdom was the major source among
the three Member States, supplying all
of the three Member States’ swine
semen exports to the United States in 5
of the 9 years.

Reportedly, donor boars are largely
resident at swine collection centers, so
costs associated with the animals’
maintenance would be affected little by
the 40-day holding period. A potential
issue is whether storage for 40 days
before exportation would affect the
quality of the collected semen and
therefore affect import demand. APHIS

welcomes information on this issue that
may help in evaluating the effect on
swine semen importers.

More Timely Reestablishment of CSF-
Free Status

The proposed procedure for
reestablishing CSF-free status for an area
that has been under quarantine is
expected to require less time than
current procedures, notwithstanding the
6-month restriction following the last
case of CSF and completion of
disinfection measures. More timely
recognition of an area’s CSF-free status
would allow imports of swine and
swine products from the area to resume
sooner than at present. The effect of this
procedural change would depend on the
difference in time required by the two
regulatory approaches, and the
additional swine, swine meat, and
swine genetics that would be imported
because of more timely recognition of an
area’s reestablished CSF-free status.

APHIS published a final rule on May
4, 2004 (69 FR 25817-25820, Docket No.
02—001-2) that codifies the procedures
APHIS follows when a region free of a
particular disease has an outbreak and
APHIS responds to that outbreak by
publishing an interim rule prohibiting
or restricting imports from that region.
APHIS will reassess the disease
situation in that region, and, before
taking any action to relieve or finalize
prohibitions or restrictions imposed by
the interim rule, will make information
regarding its reassessment of the
region’s disease status available to the
public for comment. Based on that
reassessment, including comments
received regarding the reassessment
information, APHIS will either publish
a final rule reinstating the disease-free
status of the area, or a portion of the
area covered by the interim rule;
publish an affirmation of the interim
rule that imposed prohibitions or
restrictions on imports of animals and
animal products from that area; or
publish another document for comment.
Under procedures in place previously,
APHIS affirmed the initial interim rule,
and then conducted new notice-and-
comment rulemaking (proposed rule,
comment period, final rule) in order to
restore a region’s disease-free status.

The new procedures the Agency
codified allow for more timely
reinstatement of an area’s disease-free
status, while protecting the U.S. swine
sector. We believe the rule we are now
proposing would further improve the
timeliness of APHIS’s recognition of
changes in CSF status in the EU-15.

As noted in the economic analysis for
the May 2004 final rule, quantities of
animals and animal products imported

by the United States are relatively small
in comparison to the total quantities
available domestically. In addition, the
majority of the imports come from a
small fraction of the world’s disease-free
regions. Also, it is very difficult to
quantify the potential economic effects
of more timely recognition of changes in
CSF status. We believe the major benefit
of this proposed rule would be
improved trade relations between the
United States and the EU. Less than 6
percent of domestically available swine
(U.S. production plus imports minus
exports) and less than 3 percent of
domestically available pork are
imported. The majority of swine imports
come from one country, Canada, and the
majority of swine product imports come
from two, Canada and Denmark. We
cannot predict the number of swine or
quantity of swine products that this
proposed rule would affect, but they are
unlikely to be significant. One or more
of the areas not yet recognized by the
United States as free of CSF-
Luxembourg and parts of Germany and
Italy—may be among the first to benefit
from this rule.

More Efficient Use of APHIS Resources

A third area of impact would be the
effect of the proposed rule on APHIS
operations. Just as the proposed rule
could enable imports of swine, swine
meat, and swine genetics to resume
more quickly from areas that experience
and then eradicate outbreaks of CSF, so
too would it result in fewer site visits,
risk analyses, Federal Register
publications and other rulemaking tasks
for APHIS. Resources that are devoted to
tasks currently required for changing the
CSF status of areas in the European
Union would become available for other
uses.

As with the impact on imports,
expected gains in the efficient use of
Agency resources cannot be quantified.
They would be realized in terms of the
additional time APHIS staff would have
for other tasks, and would depend on
the frequency with which CSF
quarantines and CSF-free status
reinstatements occur within the
European Union.

We believe that the benefits that
would accrue from this rule—i.e.,
improved trade relations with the EU
through more timely recognition of
changes in CSF status, as well as
increased efficiency in use of APHIS
resources—would outweigh any
increased costs to importers of swine
semen from certain EU Member States
that would result from an extended
waiting period between when the semen
is collected and when shipment may
occur.
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Effects on Small Entities

As a part of the rulemaking process,
APHIS evaluates whether proposed
regulations would likely have a
significant economic impact on a
substantial number of small entities.
U.S. entities that could be affected by
the proposed rule would be swine and
pork producers and swine product
wholesalers.

The size of the potentially affected
entities is unknown. However, it is
reasonable to assume that most are
small in size under the U.S. Small
Business Administration’s (SBA)
standards. The SBA defines small hog
and pig farms as those earning not more
than $750,000 in annual receipts.
National Agricultural Statistics Service
data on hog farm inventories include
farm size categories, including the
number of farms with more than 1,000
head. Only those swine operations with
inventories well in excess of 3,000
animals would likely earn more than
$750,000 in yearly sales. About 85
percent of 78,895 hog and pig farms in
2002 held inventories of fewer than
1,000 head. The number of operations
with fewer than 3,000 is very likely to
be much higher than 85 percent of all
hog and pig farms. An earlier Census of
Agriculture (1997) had more detail on
farm size and showed that over 95
percent of U.S. swine operations held
inventories of less than 2,000 head.
Clearly, most swine and pork producers
are small entities.

Likewise, swine product wholesalers
are also mainly small entities. The SBA
small entity definition for these
businesses is not more than 100
employees. We do not know the size
distribution of meat wholesalers, but the
2002 Economic Census indicates that
the 2,889 establishments in that
category had an average of 15
employees.

We invite comment from the public
that would clarify the number of swine
operations and swine product
wholesalers that are small entities that
would be affected by this rule.

Although the industries that would be
affected by the proposed rule are largely
composed of small entities, the effects
are not expected to be significant.
Imports of swine semen from Denmark,
Finland, the Republic of Ireland,
Sweden, and the United Kingdom may
be affected if the 40-day holding period
for donor boars before the semen may be
imported influences U.S. demand.
However, even if there is an effect, most
swine semen that is imported comes
from other countries—Canada, in
particular. The more timely
reestablishment of an area’s CSF-free

status may affect individual entities that
have arranged for imports from that
area, but, as described, such effects are
expected to be minor.

This proposed rule contains various
recordkeeping and reporting
requirements. These requirements are
described in this document under the
heading “Paperwork Reduction Act.”

Executive Order 12988

This proposed rule has been reviewed
under Executive Order 12988, Civil
Justice Reform. If this proposed rule is
adopted: (1) All State and local laws and
regulations that are inconsistent with
this rule will be preempted; (2) no
retroactive effect will be given to this
rule; and (3) administrative proceedings
will not be required before parties may
file suit in court challenging this rule.

Paperwork Reduction Act

In accordance with section 3507(d) of
the Paperwork Reduction Act of 1995
(44 U.S.C. 3501 et seq.), the information
collection or recordkeeping
requirements included in this proposed
rule have been submitted for approval to
the Office of Management and Budget
(OMB). Please send written comments
to the Office of Information and
Regulatory Affairs, OMB, Attention:
Desk Officer for APHIS, Washington, DC
20503. Please state that your comments
refer to Docket No. 02—046—-1. Please
send a copy of your comments to: (1)
Docket No. 02—046-1, Regulatory
Analysis and Development, PPD,
APHIS, Station 3C71, 4700 River Road
Unit 118, Riverdale, MD 20737-1238,
and (2) Clearance Officer, OCIO, USDA,
room 404-W, 14th Street and
Independence Avenue SW.,
Washington, DC 20250. A comment to
OMB is best assured of having its full
effect if OMB receives it within 30 days
of publication of this proposed rule.

Under this proposed rule, we would
apply a uniform set of importation
requirements related to CSF to the EU-
15 and prohibit for a specified period of
time the importation of live swine and
swine products from any area in the
EU-15 that is identified by the
competent veterinary authority of an
EU-15 Member State as a restricted
zone.

These importation requirements
would necessitate the use of additional
certification statements in connection
with the importation of live swine, pork
and pork products, and swine semen
imported into the United Sates from the
EU-15.

We are soliciting comments from the
public (as well as affected agencies)
concerning our proposed information
collection and recordkeeping

requirements. These comments will
help us:

(1) Evaluate whether the proposed
information collection is necessary for
the proper performance of our agency’s
functions, including whether the
information will have practical utility;

(2) Evaluate the accuracy of our
estimate of the burden of the proposed
information collection, including the
validity of the methodology and
assumptions used;

(3) Enhance the quality, utility, and
clarity of the information to be
collected; and

(4) Minimize the burden of the
information collection on those who are
to respond (such as through the use of
appropriate automated, electronic,
mechanical, or other technological
collection techniques or other forms of
information technology; e.g., permitting
electronic submission of responses).

Estimate of burden: Public reporting
burden for this collection of information
is estimated to average 1 hour per
response.

Respondents: Federal animal health
authorities in the European Union who
will complete certificates to export
swine, pork and pork products, and
swine semen to the United States.

Estimated annual number of
respondents: 115.

Estimated annual number of
responses per respondent: 8.695.

Estimated annual number of
responses: 1,000.

Estimated total annual burden on
respondents: 1,000 hours. (Due to
averaging, the total annual burden hours
may not equal the product of the annual
number of responses multiplied by the
reporting burden per response.)

Copies of this information collection
can be obtained from Mrs. Celeste
Sickles, APHIS’ Information Collection
Coordinator, at (301) 734-7477.

Government Paperwork Elimination
Act Compliance

The Animal and Plant Health
Inspection Service is committed to
compliance with the Government
Paperwork Elimination Act (GPEA),
which requires Government agencies in
general to provide the public the option
of submitting information or transacting
business electronically to the maximum
extent possible. For information
pertinent to GPEA compliance related to
this proposed rule, please contact Mrs.
Celeste Sickles, APHIS’ Information
Collection Coordinator, at (301) 734—
7477.

Accordingly, we are proposing to
amend 9 CFR parts 93, 94, and 98 as
follows:
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List of Subjects
9 CFR Part 93

Animal diseases, Imports, Livestock,
Poultry and poultry products,
Quarantine, Reporting and
recordkeeping requirements.

9 CFR Part 94

Animal diseases, Imports, Livestock,
Meat and meat products, Milk, Poultry
and poultry products, Reporting and
recordkeeping requirements.

9 CFR Part 98

Animal diseases, Imports.

PART 93—IMPORTATION OF CERTAIN
ANIMALS, BIRDS, AND POULTRY,
AND CERTAIN ANIMAL, BIRD, AND
POULTRY PRODUCTS;
REQUIREMENTS FOR MEANS OF
CONVEYANCE AND SHIPPING
CONTAINERS

1. The authority citation for part 93
would continue to read as follows:

Authority: 7 U.S.C. 1622 and 8301-8317;
21 U.S.C. 136 and 136a; 31 U.S.C. 9701; 7
CFR 2.22, 2.80, and 371.4.

2.In §93.500, a new definition of
European Union-15 (EU-15) would be
added, in alphabetical order, to read as
follows:

§93.500 Definitions.

* * * * *

European Union-15 (EU-15). The
organization of Member States
consisting of Austria, Belgium,
Denmark, Finland, France, Germany,
Greece, Italy, Luxembourg, the
Netherlands, Portugal, Republic of
Ireland, Spain, Sweden, and the United
Kingdom (England, Scotland, Wales, the
Isle of Man, and Northern Ireland).

* * * * *

3. In §93.505, paragraph (a), the
second sentence would be removed and
two sentences would be added in their
place to read as follows:

§93.505 Certificate for swine.

(a) * * * For domestic swine, the
certificate shall also show that the entire
region of origin is free of African swine
fever and swine vesicular disease and
that, for 60 days immediately preceding
the time of movement from the premises
of origin, no swine erysipelas or swine
plague has existed on such premises or
on adjoining premises. Additionally,
except for the region consisting of the
EU-15 for the purposes of classical
swine fever, for which alternative
certification is required under
§94.24(b)(4), for domestic swine the
certificate shall show that the entire

region of origin is free of classical swine
fever.
* * * * *

PART 94—RINDERPEST, FOOT-AND-
MOUTH DISEASE, FOWL PEST (FOWL
PLAGUE), EXOTIC NEWCASTLE
DISEASE, AFRICAN SWINE FEVER,
CLASSICAL SWINE FEVER, AND
BOVINE SPONGIFORM
ENCEPHALOPATHY: PROHIBITED
AND RESTRICTED IMPORTATIONS

4. The authority citation for part 94
would continue to read as follows:

Authority: 7 U.S.C. 450, 7701-7772, and
8301-8317; 21 U.S.C. 136 and 136a; 31
U.S.C. 9701; 7 CFR 2.22, 2.80, and 371.4.

5.In §94.0, definitions of European
Union-15 (EU-15) and restricted zone
for classical swine fever would be
added, in alphabetical order, to read as
follows:

§94.0 Definitions.

European Union-15 (EU-15). The
organization of Member States
consisting of Austria, Belgium,
Denmark, Finland, France, Germany,
Greece, Italy, Luxembourg, the
Netherlands, Portugal, Republic of
Ireland, Spain, Sweden, and the United
Kingdom (England, Scotland, Wales, the
Isle of Man, and Northern Ireland).

* * * * *

Restricted zone for classical swine
fever. An area, delineated by the
relevant competent veterinary
authorities of the region in which the
area is located, that surrounds and
includes the location of an outbreak of
classical swine fever in domestic swine
or detection of the disease in wild boar,
and from which the movement of
domestic swine is prohibited.

6. Section 94.9 would be amended as
follows:

a. Paragraph (a) and footnote 10
would be revised to read as set forth
below.

b. Paragraphs (b) and (c) would be
redesignated as paragraphs (c) and (d),
respectively.

c. A new paragraph (b) would be
added to read as set forth below.

d. The introductory text of newly
designated paragraph (c) would be
revised to read as set forth below.

e. In newly redesignated paragraph
(c)(1)(iii)(C)(2), the words “paragraph
(b)”” would be removed each time they
occur and the words ‘“paragraph (c)”
would be added in their place.

f. In newly redesignated paragraph
(c)(2), the words ““paragraph (b)”” would
be removed and the words “paragraph
(c)” would be added in their place.

g. In newly redesignated paragraph
(c)(3), the words ““paragraph (b)”” would
be removed each time they occur and
the words ““paragraph (c)” would be
added in their place.

h. In newly redesignated paragraph
(d), the words “paragraph (b)” would be
removed and the words “paragraph (c)”
would be added in their place.

§94.9 Pork and pork products from
regions where classical swine fever exists.

(a) Classical swine fever is known to
exist in all regions of the world except
Australia; Canada; Chile; Fiji; Iceland;
the Mexican States of Baja California,
Baja California Sur, Chihuahua, and
Sinaloa; New Zealand; Norway; and
Trust Territory of the Pacific Islands.1°

(b) The EU-15 is a single region of
low-risk for CSF.

(c) Except as provided in § 94.24 for
the EU-15, no fresh pork or pork
product may be imported into the
United States from any region where
classical swine fever is known to exist
unless it complies with the following

requirements:
* * * * *

7. Section 94.10 would be revised to
read as follows:

§94.10 Swine from regions where
classical swine fever exists.

(a) Classical swine fever is known to
exist in all regions of the world, except
Australia; Canada; Chile; Fiji; Iceland;
the Mexican States of Baja California,
Baja California Sur, Chihuahua, and
Sinaloa; New Zealand; Norway; and
Trust Territory of the Pacific Islands.

(b) The EU-15 is a single region of
low-risk for CSF.

(c) Except as provided in § 94.24 for
the EU-15, no swine that are moved
from or transit any region where
classical swine fever is known to exist
may be imported into the United States,
except for wild swine imported into the
United States in accordance with
paragraph (d) of this section.

(d) Wild swine may be allowed
importation into the United States by
the Administrator upon request in
specific cases under § 93.501 or § 93.504
(c) of this chapter.

8. Section 94.24 would be revised to
read as follows:

§94.24 Restrictions on the importation of
pork, pork products, and swine from the
EU-15.

(a) Pork and pork products. In
addition to meeting all other applicable
provisions of this part, fresh pork and

10 See also other provisions of this part and parts
93, 95, and 96 of this chapter, and part 327 of this
title, for other prohibitions and restrictions upon
the importation of swine and swine products.
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pork products imported from the EU-15
must meet the following conditions:

(1) The pork and pork products must
not have been commingled with pork or
pork products derived from swine that
have been in any of the following
regions or zones:

(i) Any region when the region was
classified in §§94.9(a) and 94.10(a) as
one in which classical swine fever is
known to exist, except for the EU-15;
and

(ii) During the following time periods
in any restricted zone in the EU-15:

(A) In a restricted zone established
because of an outbreak of classical
swine fever in domestic swine, during
the 6 months following depopulation of
the swine in the restricted zone and the
cleaning and disinfection of the last
infected premises in the zone; or

(B) In a restricted zone established
because of the detection of classical
swine fever in wild boar, until the
designation of the zone as a restricted
zone is removed by the competent
veterinary authority of an EU-15
Member State.

(2) The swine from which the pork or
pork products were derived must not
have lived in any region or zone listed
in paragraph (a)(1)(i) or (ii) of this
section, and must not have transited any
such region or zone unless moved
directly through the region or zone in a
sealed means of conveyance with the
seal determined to be intact upon arrival
at the point of destination.

(3) The pork and pork products must
be accompanied by a certificate issued
by an official of the competent
veterinary authority of the EU-15
Member State who is authorized to issue
the foreign meat inspection certificate
required by § 327.4 of this title, stating
that the applicable provisions of
paragraphs (a)(1) and (a)(2) of this
section have been met.19

(b) Live swine. In addition to meeting
all other applicable provisions of this
title, live swine imported from the EU-
15 meet the following conditions:

(1) The swine must be breeding
swine;

(2) The swine must not have lived in
any region or zone listed in paragraph
(a)(1)() or (ii) or this section, must not
have transited any such region or zone
unless moved directly through the
region or zone in a sealed means of
conveyance with the seal determined to
be intact upon arrival at the point of
destination, and must never have been
commingled with swine that were in
such a region.

19 The certification required may be placed on the
foreign meat inspection certificate required by
§ 327.4 of this title or may be contained in a
separate document.

(3) No equipment or materials used in
transporting the swine may have
previously been used for transporting
swine that do not meet the requirements
of this section, unless the equipment
and materials have first been cleaned
and disinfected; and

(4) The swine must be accompanied
by a certificate issued by a salaried
veterinary officer of the competent
veterinary authority of the EU-15
Member State, stating that the
conditions of paragraphs (b)(1) through
(b)(3) of this section have been met.20

(c) The certificates required by
paragraphs (a)(3) and (b)(4) of this
section must be presented by the
importer to an authorized inspector at
the port of arrival, upon arrival of the
swine, pork, or pork products at the
port.

(Approved by the Office of
Management and Budget under control
number 0579-0218)

PART 98—IMPORTATION OF CERTAIN
ANIMAL EMBRYOS AND SEMEN

9. The authority citation for part 98
would continue to read as follows:

Authority: 7 U.S.C. 1622 and 8301-8317;
21 U.S.C. 136 and 136a; 31 U.S.C. 9701; 7
CFR 2.22, 2.80, and 371.4.

10. In § 98.30, definitions of European
Union-15 (EU-15) and restricted zone
for classical swine fever would be
added, in alphabetical order, to read as
follows:

§98.30 Definitions.

* * * * *

European Union-15 (EU-15). The
organization of Member States
consisting of Austria, Belgium,
Denmark, Finland, France, Germany,
Greece, Italy, Luxembourg, the
Netherlands, Portugal, Republic of
Ireland, Spain, Sweden, and the United
Kingdom (England, Scotland, Wales, the
Isle of Man, and Northern Ireland).

* * * * *

Restricted zone for classical swine
fever. An area, delineated by the
relevant competent veterinary
authorities of the region in which the
area is located, that surrounds and
includes the location of an outbreak of
CSF in domestic swine or detection of
the disease in wild boar, and from
which the movement of domestic swine
is prohibited.

* * * * *

11. Section 98.38 would be revised to

read as follows:

20 The certification required may be placed on the
certificate required by § 93.505(a) of this chapter or
may be contained in a separate document.

§98.38 Restrictions on the importation of
swine semen from the EU-15.

In addition to meeting all other
applicable provisions of this part, swine
semen imported from the EU-15 must
meet the following conditions:

(a) The semen must come from a
semen collection center approved for
export by the competent veterinary
authority of the EU-15 Member State;

(b) The donor boar must not have
lived in any region or zone listed in
paragraph (b)(1) or (b)(2) of this section,
must not have transited any such region
or zone unless moved directly through
the region or zone in a sealed means of
conveyance with the seal determined to
be intact upon arrival at the point of
destination, and must never have been
commingled with swine that were in
such a region:

(1) Any region when the region was
classified in §§94.9(a) and 94.10(a) of
this chapter as one in which classical
swine fever is known to exist, except for
the EU-15; and

(2) During the following time periods
in any restricted zone in the EU-15:

(i) In a restricted zone established
because of an outbreak of classical
swine fever in domestic swine, during
the 6 months following depopulation of
the swine in the restricted zone and the
cleaning and disinfection of the last
infected premises in the zone; or

(ii) In a restricted zone established
because of the detection of classical
swine fever in wild boar, until the
designation of the zone as a restricted
zone is removed by the competent
veterinary authority of the EU-15
Member State.

(c) The donor boar must be held in
isolation for at least 30 days prior to
entering the semen collection center;

(d) No more than 30 days prior to
being held in isolation as required by
paragraph (c) of this section, the donor
boar must be tested with negative
results with a classical swine fever test
approved by the Office International des
Epizooties (World Organisation for
Animal Health);

(e) No equipment or materials used in
transporting the donor boar from the
farm of origin to the semen collection
center may have been used previously
for transporting swine that do not meet
the requirements of this section, unless
such equipment or materials has first
been cleaned and disinfected;

(f) Before the semen is exported to the
United States, the donor boar must be
held at the semen collection center and
observed by the center veterinarian for
at least 40 days following collection of
the semen, and, along with all other
swine at the semen collection center,
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exhibit no clinical signs of classical
swine fever; and

(g) The semen must be accompanied
to the United States by a certificate
issued by a salaried veterinary officer of
the EU-15 Member State, stating that
the provisions of paragraphs (a) through
(f) of this section have been met.3

[Approved by the Office of Management and
Budget under control number 0579-0218]

Done in Washington, DG, this 4th day of
April 2005.
Bill Hawks,

Under Secretary for Marketing and Regulatory
Programs.

[FR Doc. 05-7013 Filed 4-7-05; 8:45 am]
BILLING CODE 3410-34-P

DEPARTMENT OF THE TREASURY

Alcohol and Tobacco Tax and Trade
Bureau

27 CFR Part 9

[Notice No. 39]

RIN 1513-AA95

Proposed Establishment of the

Shawnee Hills Viticultural Area
(2002R-345P)

AGENCY: Alcohol and Tobacco Tax and
Trade Bureau, Treasury.
ACTION: Notice of proposed rulemaking.

SUMMARY: The Alcohol and Tobacco Tax
and Trade Bureau proposes to establish
the Shawnee Hills viticultural area in
southern Illinois. This proposed
1,268,960-acre viticultural area is
approximately 80 miles long east to
west and approximately 20 miles wide
from north to south. We designate
viticultural areas to allow vintners to
better describe the origin of their wines
and to allow consumers to better
identify wines they may purchase. We
invite comments on this proposed
addition to our regulations.

DATES: We must receive your written
comments on or before June 7, 2005.
ADDRESSES: You may send comments to
any of the following addresses:

e Chief, Regulations and Procedures
Division, Alcohol and Tobacco Tax and
Trade Bureau, Attn: Notice No. 39, P.O.
Box 14412, Washington, DC 20044—
4412.

e 202-927-8525 (facsimile).

e nprm@itb.gov (e-mail).

e hitp://www.tth.gov/alcohol/rules/
index.htm. An online comment form is
posted with this notice on our Web site.

3 The certification required may be placed on the
certificate required under § 98.35(c) or may be
contained in a separate document.

e http://www.regulations.gov (Federal
e-rulemaking portal; follow instructions
for submitting comments).

You may view copies of this notice,
the petition, the appropriate maps, and
any comments we receive about this
notice by appointment at the TTB
Library, 1310 G Street, NW.,
Washington, DC 20220. To make an
appointment, call 202-927-2400. You
may also access copies of the notice and
comments online at http://www.ttb.gov/
alcohol/rules/index.htm.

See the Public Participation section of
this notice for specific instructions and
requirements for submitting comments,
and for information on how to request
a public hearing.

FOR FURTHER INFORMATION CONTACT: Rita
Butler, Regulations and Procedures
Division, Alcohol and Tobacco Tax and
Trade Bureau, 1310 G Street NW.,
Washington, DC 20220; telephone 202—
927-8210.

SUPPLEMENTARY INFORMATION:

Background on Viticultural Areas

TTB Authority

Section 105(e) of the Federal Alcohol
Administration Act (the FAA Act, 27
U.S.C. 201 et seq.) requires that alcohol
beverage labels provide the consumer
with adequate information regarding a
product’s identity and prohibits the use
of misleading information on such
labels. The FAA Act also authorizes the
Secretary of the Treasury to issue
regulations to carry out its provisions.
The Alcohol and Tobacco Tax and
Trade Bureau (TTB) administers these
regulations.

Part 4 of the TTB regulations (27 CFR
part 4) allows the establishment of
definitive viticultural areas and the use
of their names as appellations of origin
on wine labels and in wine
advertisements. Part 9 of the TTB
regulations (27 CFR part 9) contains the
list of approved viticultural areas.
Definition

Section 4.25(e)(1)(i) of the TTB
regulations (27 CFR 4.25(e)(1)(i)) defines
a viticultural area for American wine as
a delimited grape-growing region
distinguishable by geographical
features, the boundaries of which have
been recognized and defined in part 9
of the regulations. These designations
allow vintners and consumers to
attribute a given quality, reputation, or
other characteristic of a wine made from
grapes grown in an area to its
geographic origin. The establishment of
viticultural areas allows vintners to
describe more accurately the origin of
their wines to consumers and helps
consumers to identify wines they may

purchase. Establishment of a viticultural
area is neither an approval nor an
endorsement by TTB of the wine
produced in that area.

Requirements

Section 4.25(e)(2) of the TTB
regulations outlines the procedure for
proposing an American viticultural area
and provides that any interested party
may petition TTB to establish a grape-
growing region as a viticultural area.
Section 9.3(b) of the TTB regulations
requires the petition to include—

¢ Evidence that the proposed
viticultural area is locally and/or
nationally known by the name specified
in the petition;

e Historical or current evidence that
supports setting the boundary of the
proposed viticultural area as the
petition specifies;

e Evidence relating to the
geographical features, such as climate,
soils, elevation, and physical features,
that distinguish the proposed
viticultural area from surrounding areas;

¢ A description of the specific
boundary of the proposed viticultural
area, based on features found on United
States Geological Survey (USGS) maps;
and

e A copy of the appropriate USGS
map(s) with the proposed viticultural
area’s boundary prominently marked.

Shawnee Hills Petition

TTB received a petition from Dr.
Theodore F. Wichmann, president of
Owl Creek Vineyard, Inc., and Dr. Imed
Dami, Illinois State Viticulturist,
proposing the establishment of a new
viticultural area in southern Illinois to
be called “Shawnee Hills.” The
proposed Shawnee Hills viticultural
area lies largely within the Shawnee
National Forest in Alexander, Gallatin,
Hardin, Jackson, Johnson, Pope, Pulaski,
Randolph, Saline, Union, and William
counties. Encompassing a region of
unglaciated hills between the Ohio and
Mississippi Rivers, the proposed
viticultural area is about 80 miles long
east to west and 20 miles wide north to
south, and it covers about 2,139 square
miles or 1,268,960 acres.

People have raised grapes, including
such important present-day wine
varieties as Norton, in the proposed
Shawnee Hills viticultural area since
1860, according to the petition, citing
“Grape Culture” by W.E. Gould (1891).
The proposed area contained 1,250
acres of vineyards in 1890, and vintners
produced 19,750 gallons of wine in
1891, the petition adds, citing “Grape
and Wine Production in Illinois from
1983 to Present,” by R.M. Skirvin, ef al.,
in “Illinois Grape Growers and Vintners
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Association Conference Proceedings,”
(2000). Currently, there are eight
wineries and 51 vineyards with
approximately 160 acres of planted
wine varietals within the proposed area,
the petition states, citing “1999 Grape
Growers and Vintner’s Survey,” by Imed
Dami, in “Illinois Grape Growers and
Vintners Association Conference
Proceedings,” (2000).

Name Evidence

The Shawnee Indian Nation, led by
Chief Tecumseh and his brother, The
Prophet, occupied the southern Illinois
hill country in the early 1800s in an
attempt to stem the flow of white
settlers from the east. As a result, the
petition states, the Shawnee name
became attached to the hills, and its
continuing use is documented in
academic and State government
publications. For example, the book
“Land Between the Rivers” (C.W.
Horrell, et al., 1973), as cited in the
petition, describes the region as follows:

South of the Mount Vernon hill country
you come next to the Shawnee Hills [which
mark] the southernmost limit of the
prehistoric ice sheets. The Shawnee Hills
culminate in Shawneetown Ridge, a heavily
timbered wilderness of bluffs and knobs
reaching up to an elevation of over a
thousand feet, with rocky cliffs towering
hundreds of feet above the valley floor. The
Shawnee Hills are the heart of Southern
Illinois [and] the 204,000 acre Shawnee
National Forest. (pg. 11.)

The Illinois State Geological Survey
map ‘“‘Landforms of Illinois” (1980)
labels the hills within the proposed
viticultural area as the Shawnee Hills.
In addition, an Illinois Department of
Natural Resources brochure titled
“Illinois’ Natural Divisions and
Biodiversity” (April 2002) describes the
State’s 14 unique natural regions. These
regions are based upon such natural
features as topology, geology, soils, and
climate, as well as their unique flora
and fauna. According to the brochure,
the Shawnee Hills natural region
consists of two sections, the Greater and
the Lesser Shawnee Hills.

“Shawnee” also appears in many
other political and geographic names
within the proposed viticultural area,
including Shawneetown, Shawneetown
Ridge, and the Shawnee National Forest,
which lies largely within the proposed
area. Furthermore, five of the wineries
in the proposed viticultural area formed
the “Shawnee Hills Wine Trail” in
1996, which is described in a brochure
of the same name. According to the
petition, the names “Shawnee Hills”
and “Shawnee Hills Wine Trail” have
been used numerous times in other
national, State, and local publications.

Boundary Evidence

Academic and State government
publications describe the boundaries of
the Shawnee Hills landform, and the
petition included copies of these
publications. As described by Horrell, et
al., the Shawnee Hills is an unglaciated
region, which extends across southern
Nlinois. The region is about 80 miles
long, from the Ohio River in the east to
the Mississippi River in the west, and
approximately 20 miles wide from north
to south. The region’s elevation is its
most distinguishing feature, averaging
roughly 400 to 800 feet higher in
elevation than the glaciated land
immediately to the north or the
Mississippi and Ohio River flood plains
immediately to the south.

According to the petition, and the
State of Illinois publications and maps
submitted with it, the eastern boundary
of the Shawnee Hills is the bluff line
along the Ohio River, while its western
boundary is the high bluff line above the
Mississippi bottomland. The “Natural
Divisions and Biodiversity” brochure
notes that the Mt. Vernon Hill Country
section of the Southern Till Plain
division lies north of the Shawnee Hills.
As noted in the petition and in the
accompanying publications, the
dividing line between the Shawnee and
the Mt. Vernon Hill Country marks the
southernmost advance of Ice Age
glaciers. The area immediately to the
south of the Shawnee Hills consists of
the lowlands and flood plains found
along the Ohio and Mississippi Rivers.
This region, according to the petition, is
commonly called the “Cairo Delta.”

As proposed, the proposed Shawnee
Hills viticultural area boundaries largely
follow the natural boundaries of the
Shawnee Hills landform. Differences
between the “natural” boundaries of the
Shawnee Hills region and the proposed
Shawnee Hills viticultural area are
minor and largely a matter of
convenience, such as using a road at the
base of the Mississippi River bluff rather
than a complex meandering elevation
line to mark a portion of the proposed
area’s western boundary. The proposed
viticultural area also largely follows the
boundaries of the Shawnee National
Forest, which covers much of the
Shawnee Hills region.

Distinguishing Features

Elevation

As noted by the petitioners and by
Horrell, et al., in “Land Between the
Rivers,” elevation is the most obvious
feature distinguishing the Shawnee
Hills from surrounding areas. As shown
on the “Paducah; Kentucky: Illinois-
Missouri-Indiana” USGS map (1987)

submitted with the petition, the
Shawnee Hills range from 400 to 800
feet higher in elevation than the
glaciated land to the north and the river
delta land to the south. Most of the
highest elevations in Illinois, many
above 1,000 feet, are in the Shawnee
Hills.

According to the petition, spectacular
hills and ridges and a unique
mesoclimate characterize the proposed
Shawnee Hills viticultural area. Nearly
all vineyards in the proposed Shawnee
Hills viticultural area are on ridge tops
and bench lands ranging between 600
and 900 feet in elevation. As such, the
commercial vineyards in the Shawnee
Hills area have experienced little or no
spring frost or winter freeze injury. An
additional benefit of the Shawnee Hills
topography, the petition notes, is the
enhanced air circulation caused by
constant summer breezes, allowing
faster drying of vineyard leaves and fruit
clusters following rain, thus minimizing
the risk of fungal infections in an
otherwise humid, wet climate.

In contrast, the Mt. Vernon Hill
County region immediately to the north
of the Shawnee Hills was glaciated, and,
as a result, is 400 to 500 feet lower in
elevation than the Shawnee Hills. The
Mt. Vernon region also is relatively
flatter with no high ridges, cliffs, or
canyons. Horrell, et al., describe the
topography of the Mt. Vernon Hill
Country as “rolling farmland.”

The Cairo Delta area to the south of
the Shawnee Hills is lower still,
averaging about 300 to 400 feet in
elevation, with an extremely flat
topography that is often totally flooded
by the Cache, Ohio, Wabash, and
Mississippi Rivers, which all converge
there. This area comprises all of the
land in Illinois south of the Shawnee
Hills. Horrell, et al. (1973), describe this
area as follows:

Beyond Shawneetown Ridge the land
drops away in gentle foothills to the low-
lying swamps and lakes along the Cache
River—the ancient bed of the Ohio River.
Beyond Cache valley you come to the flood
plain of the Ohio River itself. Two similar
flood plains border Southern Illinois on the
east and west, forming the banks of the
Wabash and Mississippi rivers.

Geology

The petitioners also note that the
geological characteristics of the
Shawnee Hills are a distinguishing
feature. The “Illinois Geological
Survey,” compiled by H.B. William, et
al. (1967), as cited in the petition, notes
that the backbone of the Shawnee Hills
is the Shawneetown Ridge, a high ridge
of Pennsylvanian, Caseyville Formation
Battery Rock sandstone up to 600 feet
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thick, which runs east to west from the
Ohio River south of Shawneetown to the
Mississippi River near Chester. This
rock is very obvious in the ridge’s south-
facing bluffs, as well as along the north-
south roads cut through it. The ridge’s
northern slope consists primarily of
Pennsylvania, Abbott Formation,
Grindstaff sandstone up to 350 feet
thick. The southern slope consists
primarily of Mississippian Upper
Chesterian, Grove Church shale up to 65
feet thick, and Kinkaid Limestone,
which is 110 to 180 feet thick. The
bluffs above the Mississippi River
consist primarily of Lower Devonian
Clear Creek chert and Backbone
limestone.

This underlying mixture of sandstone,
chert, and limestone gives the Shawnee
Hills a Karst-like topography,
honeycombed with sinkholes and
limestone caves feeding many surface
springs. One of the few such areas in
Mlinois, the petition notes that this
combination of steep slopes, rock
fissures, sink holes, and caves provides
the proposed viticultural area with
superior surface and ground water
drainage in a region that often has
excessive rainfall (38 to 46 inches
annually).

In contrast, the petition notes, the Mt.
Vernon Hill Country to the north of the
Shawnee Hills was totally glaciated,
resulting in much lower elevation,
flatter topography, and a very different
geology. The southern portion of the Mt.
Vernon Hill Country consists primarily
of Pennsylvanian, Spoon Formation,
Curlew limestone layered with DeKoren
and Davis coal, as well as Carbondale

Formation, Piasa limestone with
number 2, 5, and 6 coal. The northern
part of the Mt. Vernon Hill Country area
consists primarily of Modesto
Formation Shoal Creek limestone 200 to
500 feet thick with number 7 and 8 coal
throughout, as well as Bond Formation,
Millersville limestone 100 to 350 thick.
Horrell, et al. (1973), describe this area
as ‘“‘a great crescent stretching southeast
from Randolph and Perry counties to
Gallatin county, where coal beds come
so close to the surface that they have
made this the most heavily mined
region in the state.”

Also in contrast, the Cairo Delta area
south of the Shawnee Hills was not
flattened by ice but by water from both
glacial melt and the tremendous flow
and flooding of the two largest rivers in
the country—the Mississippi and the
Ohio Rivers, which eroded and replaced
rock with clay, sand, and gravel.
According to the “Illinois State
Geological Survey,” the northern part of
the delta area consists of Cretaceous,
Gulfian McNary sand and Tuscaloesa
gravel. The southern part of this area
consists of Paleocene and Eocene
Wilcox Formation, Porters Creek clay 75
to 150 feet thick.

Climate

Another distinguishing factor of the
proposed Shawnee Hills viticultural
area, according to the petitioners, is its
climate. While the Shawnee Hills area
generally has a continental climate, as
does all of the Midwestern United
States, the hills climatically separate the
upper Midwest from the South. As a
result, the Shawnee Hills region is a

unique grape-growing area that is
significantly cooler than adjacent areas
to the south, which are often too hot in
the summer to grow quality grapes. The
Shawnee Hills area is also significantly
warmer than adjacent areas to the north.
This provides a longer growing season
for ripening late varieties of grapes,
higher degree-days for optimum
ripeness, and fewer winter occurrences
of below-zero degree Fahrenheit
temperatures, which can kill buds and
damage wood on many grape varieties.

As evidence of this unique climate,
the petition included data from the
Midwestern Climate Center (http://
mcc.sws.uiuc.edu/summary) for Mt.
Vernon, Anna, and Cairo, Illinois. Anna
is located within the proposed Shawnee
Hills viticultural area, Mt. Vernon,
which is within the Mt. Vernon Hill
Country region, is approximately 50
miles north of Anna, while Cairo, which
is within the Cairo Delta region, is
approximately 35 miles south of Anna.

The table shown below, which the
petitioners provided, compares
Shawnee Hills, Mt. Vernon, and Cairo
temperature data. The table shows that
the Shawnee Hills could be classified as
a mid-Region IV climate in the Winkler
heat summation climate classification
system, with 3,770 growing degree-days.
(During the growing season, one degree
day accumulates for each degree
Fahrenheit that a day’s average
temperature is above 50 degrees, which
is the minimum temperature required
for grapevine growth. See “General
Viticulture,” by Albert J. Winkler,
University of California Press, 1974.)

HEAT SUMMATION AS DEGREE-DAYS ABOVE 50 DEGREES FAHRENHEIT FOR THE PERIOD APRIL 15 TO OCTOBER 15

Degree days over 50 °F
: : Winkler climate
Climate station Apr. :
1’?)‘850 May June July Aug. Sept. 10_?5 15— region
Oct. 15
108 447 706 835 774 550 123 3,543 | Low Region IV.
127 498 733 868 815 587 142 3,770 | Mid Region IV.
159 586 823 950 872 643 168 4,201 | Low Region V.

Source Midwest Climate Center Data: http://mcc.sws.uiuc.edu/summary/data.

For the Shawnee Hills area, the
average temperatures are highest from
mid-June to mid-August during verasion
and early ripening; then the
temperatures taper off in September and
October, which is the period of late
ripening and harvest. Typically, the area
experiences warm days and cool nights
from late August to October.

The table below, which the
petitioners also provided, describes the
length of growing season for the three

areas (Mt. Vernon, Anna, and Cairo). For

the Shawnee Hills, the median last
spring frost occurs by April 10. In 10
percent of the years, the last frost
occurred after April 23. North of this
area, the median last spring frost occurs
in mid-April, with 10 percent occurring

after May 2. Since bud break generally
occurs during the second week of April,
areas to the north of the Shawnee Hills
often experience more bud and shoot
damage due to late frost. Also, since the
first frost in the fall occurs one to three
weeks later in the Shawnee Hills than
in areas to the north, late varieties such
as Chambourcin and Norton ripen more
fully before leaf drop.
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[Base Temperature = 32 Degrees Fahrenheit]

GROWING SEASON SUMMARY, 1961-1990

Date of last spring frost Date of first fall frost Length of growing season
Station occurrence occurrence
Median | 90% | 10% | Median | 90% | 10% | “edian | 90% | 10%
412 3/27 5/02 10/16 10/03 10/29 184 207 150
4/10 3/23 4/23 10/27 10/12 11/07 200 215 186
3/24 3/01 4/08 1113 10/31 11/28 233 260 214

Source Midwest Climate Center Data: http://mcc.sws.uiuc.edu/summary/data.

Because the Midwestern United States
is a continental climate, one of the
limiting factors in growing quality wine
grapes is dormant wood and bud
damage due to extreme cold
temperatures in the winter. The next

table, as provided by the petitioners,
shows that the Shawnee Hills area
averages 81 days below 30 degrees
Fahrenheit and 1.8 days below 0 degrees

Fahrenheit each year. The region

immediately to the north averages 104

days below 30 degrees Fahrenheit and
3.5 days below 0 degrees Fahrenheit.
One or two days of extreme cold can
mean the difference between a full crop
and healthy wood, and a partial crop
and damaged wood.

AVERAGE ANNUAL TEMPERATURE VARIATION

[Averages: 1961-1990; Extremes: 1896—2000]

Average annual temperature
(degrees fahrenheit)

Annual number of days of
minimum temperature

Station
Maximum Minimum Mean <32°F <0°F
65.0 429 54.0 104 3.5
67.1 46.1 56.6 81 1.8
67.5 49.9 58.7 64 0.7

Source Midwest Climate Center Data: http://mcc.sws.uiuc.edu/summary/data.

Rainfall

The petitioners note that while
rainfall does not appear to be a
distinguishing feature for the proposed
Shawnee Hills viticultural area, the
area’s drainage capacity does differ from
that of surrounding areas.

Because of its well-drained soils,
steep topography, and limestone base,
the Shawnee Hills can shed excess
water more quickly and completely than
adjacent areas. In the Shawnee Hills
area, most precipitation occurs in the
spring months of March through May.
The driest months are generally
September and October, which receive
an average of only 2 to 3 inches per
month. Although the area receives
excessive rainfall on an annual basis,
the growing season and the harvest
months are more moderate in terms of
rainfall. The drier harvest months allow
grapes to develop more intensity in
flavor, color, sugar, and acid. In most
years, the petition states, the Shawnee
Hills vineyards produce wine grapes
that are very well balanced relative to
these quality parameters.

Soils

While noting that soils vary in the
large Shawnee Hills area, which
includes 11 counties, the petitioners
offer a general description contrasting
the soils of the proposed area with the

soils of adjacent areas. As noted on the
“General Soil Map of Illinois,” prepared
by J.B. Fehrenbacher (1982), the soils in
the proposed Shawnee Hills viticultural
area are, generally, class XIII and class
X1V, which tend to be thin loess with or
without residuum on limestone or
interbedded sandstone, siltstone, and
shale. The main soils are Alford,
Hosmer, Wellston, and Zanesville. All
of these soils are light colored,
moderately developed, and moderately
well drained. The western and southern
parts of the area tend to have deeper
soils, 12 to 20 feet thick, on limestone.
The central and northern parts of the
area tend to have soil that is 20 to 48
inches thick on sandstone, siltstone, and
shale. The primary viticultural
advantage of the soils within the
Shawnee Hills is that they are
moderately well drained and are of low
fertility.

Soil drainage in the Shawnee Hills
area is moderate to excellent. In this
area of Karst topography, the loess soils,
which tend to erode easily, are very
good for quality vines and grapes.
However, the best vineyard sites within
the proposed Shawnee Hills viticultural
area are on flat ridge tops and bench
lands with deep soils that are not highly
eroded.

In contrast, the soil north of the
Shawnee Hills in the Mt. Vernon Hill

Country is class II, which is primarily
thick loess (30 to 70 inches) on Illinois
drift. The main soils are Stoy, Weir,
Bluford, Wynoose, Colp, and Del Rey.
These soils tend to be much deeper than
those in the Shawnee Hills, as well as
more fertile but with much poorer
drainage. In general, these soils are more
suited to growing such crops as corn
and soybeans, which are the primary
crops of the Mt. Vernon Hill Country,
than to growing apples, peaches, and
grapes, which are the primary crops in
the Shawnee Hills area.

In contrast, the soils south of the
Shawnee Hills in the Cairo Delta are
primarily class XV, which are sandy to
clay alluvial sediments on bottomlands.
The soils include Lawson, Sawmill,
Darwin, Haymond, Perrolia, and
Karnak. These soils tend to be poorly
developed and poorly drained. These
bottomlands, which dominate this area,
are not suitable for growing grapes,
according to the petition.

Boundary Description

See the narrative boundary
description of the petitioned-for
viticultural area in the proposed
regulatory text published at the end of
this notice.
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Maps

The petitioners provided the required
maps, and we list them below in the
proposed regulatory text.

Impact on Current Wine Labels

Part 4 of the TTB regulations prohibits
any label reference on a wine that
indicates or implies an origin other than
the wine’s true place of origin. If we
establish this proposed viticultural area,
its name, “Shawnee Hills,” will be
recognized as a name of viticultural
significance. Consequently, wine
bottlers using “Shawnee Hills” in a
brand name, including a trademark, or
in another label reference as to the
origin of the wine, will have to ensure
that the product is eligible to use the
viticultural area’s name as an
appellation of origin. On the other hand,
we do not believe that “Shawnee”
standing alone would have viticultural
significance if the new area were
established. We note in this regard that
while searches of the Geographic Names
Information System maintained by the
U.S. Geological Survey show no entries
for “Shawnee Hills”’ in Illinois, there are
entries for “Shawnee” standing alone or
in conjunction with words such as
“Creek,” “Lake,” “Peak,” or “Valley” in
29 States. Accordingly, the proposed
part 9 regulatory text set forth in this
document specifies only the full
‘“Shawnee Hills” name as a term of
viticultural significance for purposes of
part 4 of the TTB regulations.

For a wine to be eligible to use as an
appellation of origin the name of a
viticultural area specified in part 9 of
the TTB regulations, at least 85 percent
of the grapes used to make the wine
must have been grown within the area
represented by that name, and the wine
must meet the other conditions listed in
27 CFR 4.25(e)(3). If the wine is not
eligible to use the viticultural area name
as an appellation of origin and that
name appears in the brand name, then
the label is not in compliance and the
bottler must change the brand name and
obtain approval of a new label.
Similarly, if the viticultural area name
appears in another reference on the
label in a misleading manner, the bottler
would have to obtain approval of a new
label. Accordingly, if a new label or a
previously approved label uses the
name ‘“Shawnee Hills” for a wine that
does not meet the 85 percent standard,
the new label will not be approved, and
the previously approved label will be
subject to revocation, upon the effective
date of the approval of the Shawnee
Hills viticultural area.

Different rules apply if a wine has a
brand name containing a viticultural

area name that was used as a brand
name on a label approved before July 7,
1986. See 27 CFR 4.39(i)(2) for details.

Public Participation

Comments Invited

We invite comments from interested
members of the public on whether we
should establish the proposed
viticultural area. We are also interested
in receiving comments on the
sufficiency and accuracy of the name,
climactic, boundary, and other required
information submitted in support of the
petition. Please provide any available
specific information in support of your
comments.

Because of the potential impact of the
establishment of the proposed Shawnee
Hills viticultural area on brand labels
that include the words “Shawnee Hills”
as discussed above under Impact on
Current Wine Labels, we are particularly
interested in comments regarding
whether there will be a conflict between
the proposed area name and currently
used brand names. If a commenter
believes that a conflict will arise, the
comment should describe the nature of
that conflict, including any negative
economic impact that approval of the
proposed viticultural area will have on
an existing viticultural enterprise. We
are also interested in receiving
suggestions for ways to avoid any
conflicts, for example by adopting a
modified name for the viticultural area.

Although TTB believes that only the
full name “Shawnee Hills”” should be
considered to have viticultural
significance upon establishment of the
proposed new viticultural area, we also
invite comments from those who believe
that “Shawnee” standing alone would
have viticultural significance upon
establishment of the area. Comments in
this regard should include
documentation or other information
supporting the conclusion that use of
“Shawnee” on a wine label could cause
consumers and vintners to attribute to
the wine in question the quality,
reputation, or other characteristic of
wine made from grapes grown in the
proposed Shawnee Hills viticultural
area.

Submitting Comments

Please submit your comments by the
closing date shown above in this notice.
Your comments must include this
notice number and your name and
mailing address. Your comments must
be legible and written in language
acceptable for public disclosure. We do
not acknowledge receipt of comments,
and we consider all comments as

originals. You may submit comments in
one of five ways:

e Mail: You may send written
comments to TTB at the address listed
in the ADDRESSES section.

e Facsimile: You may submit
comments by facsimile transmission to
202—-927-8525. Faxed comments must—

(1) Be on 8.5 by 11 inch paper;

(2) Contain a legible, written
signature; and

(3) Be no more than five pages long.
This limitation assures electronic access
to our equipment. We will not accept
faxed comments that exceed five pages.

¢ E-mail: You may e-mail comments
to nprm@ttb.gov. Comments transmitted
by electronic mail must—

(1) Contain your e-mail address;

(2) Reference this notice number on
the subject line; and

(3) Be legible when printed on 8.5 by
11 inch paper.

e Online form: We provide a
comment form with the online copy of
this notice on our Web site at http://
www.tth.gov/alcohol/rules/index.htm.
Select the “Send comments via e-mail”
link under this notice number.

e Federal e-rulemaking portal: To
submit comments to us via the Federal
e-rulemaking portal, visit http://
www.regulations.gov and follow the
instructions for submitting comments.

You may also write to the
Administrator before the comment
closing date to ask for a public hearing.
The Administrator reserves the right to
determine, in light of all circumstances,
whether to hold a public hearing.

Confidentiality

All submitted material is part of the
public record and subject to disclosure.
Do not enclose any material in your
comments that you consider
confidential or inappropriate for public
disclosure.

Public Disclosure

You may view copies of this notice,
the petition, the appropriate maps, and
any comments we receive by
appointment at the TTB Library at 1310
G Street, NW., Washington, DC 20220.
You may also obtain copies at 20 cents
per 8.5 x 11 inch page. Contact our
librarian at the above address or by
telephone at 202—927-2400 to schedule
an appointment or to request copies of
comments.

For your convenience, we will post
this notice and any comments we
receive on this proposal on the TTB
Web site. We may omit voluminous
attachments or material that we
consider unsuitable for posting. In all
cases, the full comment will be available
in the TTB Library. To access the online
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copies of this notice and the posted
comments, visit http://www.ttb.gov/
alcohol/rules/index.htm. Select the
“View Comments” link under this
notice number to view the posted
comments.

Regulatory Flexibility Act

We certify that this proposed
regulation, if adopted, would not have
a significant economic impact on a
substantial number of small entities.
The proposed regulation imposes no
new reporting, recordkeeping, or other
administrative requirement. Any benefit
derived from the use of a viticultural
area name would be the result of a
proprietor’s efforts and consumer
acceptance of wines from that area.
Therefore, no regulatory flexibility
analysis is required.

Executive Order 12866

This proposed rule is not a significant
regulatory action as defined by
Executive Order 12866, 58 FR 51735.
Therefore, it requires no regulatory
assessment.

Drafting Information

Rita Butler of the Regulations and
Procedures Division drafted this notice.

List of Subjects in 27 CFR Part 9
Wine.

The Proposed Amendment

For the reasons discussed in the
preamble, we propose to amend 27 CFR,
chapter 1, part 9 as follows:

PART 9—AMERICAN VITICULTURAL
AREAS

1. The authority citation for part 9
continues to read as follows:

Authority: 27 U.S.C. 205.

Subpart C—Approved American
Viticultural Areas

2. Amend subpart C by adding §9.__
to read as follows:

§9.__  Shawnee Hills.

(a) Name. The name of the viticultural
area described in this section is
“Shawnee Hills”. For purposes of part
4 of this chapter, “Shawnee Hills” is a
term of viticultural significance.

(b) Approved Maps. The United States
Geological Survey (USGS) 1:250,000-
scale topographic map used to
determine the boundary of the Shawnee
Hills viticultural area is titled: Paducah:
Kentucky-Illinois, Missouri-Indiana,
1:250,000-scale metric topographic map,
1 x 2 degree quadrangle, edition 1987.

(c) Boundary. The Shawnee Hills
viticultural area is located in southern

Illinois between the Ohio and
Mississippi Rivers, and largely within
the Shawnee National Forest. The area’s
boundary is defined as follows—

(1) Beginning at the intersection of
State Routes 3 and 150 in the town of
Chester (Randolph County), proceed
northeast on Route 150 to its
intersection with the surveyed boundary
line between Township 6 South (T6S)
and Township 7 South (T7S); then

(2) Proceed due east along the T6S/
T7S boundary line until it becomes the
boundary between Perry and Jackson
Counties, and continue east along the
Perry/Jackson County line to State Route
4; then

(3) Proceed southeast on State Route
4 through the villages of Campbell Hill,
Ava, and Oraville to its intersection
with State Route 13/127; then

(4) Proceed south on State Route 13/
127 to the intersection where State
Routes 13 and 127 divide in the town
of Murphysboro; then

(5) Proceed east on State Route 13
through the city of Carbondale to State
Route 13’s intersection with Interstate
57; then

(6) Proceed south on Interstate 57 to
its intersection with State Route 148;
then

(7) Proceed southeast on State Route
148 to its intersection with State Route
37; then

(8) Proceed south on State Highway
37 to Saline Creek; then

(9) Proceed northeasterly
(downstream) along Saline Creek to its
confluence with the South Fork of the
Saline River, then continue easterly
(downstream) along the South Fork of
the Saline River to its confluence with
the Saline River, then continue easterly
and then southeasterly (downstream)
along the Saline River to its confluence
with the Ohio River near Saline
Landing; then

(10) Proceed southwesterly
(downstream) along the Ohio River to
the Interstate 24 bridge; then

(11) Proceed north on Interstate 24 to
its intersection with the New Columbia
Ditch (with the towns of Big Bay to the
northeast and New Columbia to the
northwest); then

(12) Proceed westerly along the New
Columbia Ditch to its confluence with
the Main Ditch, and continue westerly
along the Main Ditch to its confluence
with the Cache River (near the Cache
River’s confluence with the Post Creek
Cutoff), approximately 1.5 miles east-
northeast of the village of Karnak; then

(13) Proceed westerly (downstream)
along the Cache River, passing under
Interstate 57 near the village of Ullin,
and continue southeasterly along the
Cache River to the river’s confluence

with Sandy Creek (northeast of the
village of Sandusky); then

(14) Proceed westerly (upstream)
along Sandy Creek approximately 4
miles to its junction with an unnamed
secondary road (known locally as
Alexander County Road 4); then

(15) Proceed south along the unnamed
secondary road (Alexander County Road
4) to its junction with State Route 3 at
the village of Olive Branch; then

(16) Proceed northwest on State Route
3 to its intersection with the Main Ditch
(also known locally as Sexton Creek) at
the village of Gale; then

(17) Proceed northerly along Main
Ditch and Clear Creek Ditch to a light-
duty road (known locally as State Forest
Road) near the southwest corner of the
Trail of Tears State Forest,
approximately 3.75 miles east of the
village of Wolf Lake; then

(18) Proceed west on the light-duty
road (State Forest Road) to its
intersection with State Route 3 just
south of Wolf Lake; then

(19) Proceed north on State Route 3 to
its junction with the Big Muddy River
(near the village of Aldridge), and
continue north (upstream) along the Big
Muddy River to its confluence with
Kincaid Creek near the village of
Grimsby; then

(20) Continue northerly along Kincaid
Creek to its junction with State Route
149; then

(21) Proceed west on State Route 149
to its junction with State Route 3, and
then continue northwest along State
Route 3 to the beginning point in the
town of Chester.

Signed: March 31, 2005.
John J. Manfreda,
Administrator.
[FR Doc. 05-6994 Filed 4—7-05; 8:45 am]
BILLING CODE 4810-31-P

DEPARTMENT OF DEFENSE

GENERAL SERVICES
ADMINISTRATION

NATIONAL AERONAUTICS AND
SPACE ADMINISTRATION

48 CFR Parts 2, 7, 34, 42, and 52
[FAR Case 2004-019]

RIN 9000-AJ99

Federal Acquisition Regulation;

Earned Value Management System
(EVMS)

AGENCIES: Department of Defense (DoD),
General Services Administration (GSA),
and National Aeronautics and Space
Administration (NASA).
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ACTION: Proposed rule.

SUMMARY: The Civilian Agency
Acquisition Council and the Defense
Acquisition Regulations Council
(Councils) are proposing to amend the
Federal Acquisition Regulation (FAR) to
implement earned value management
system (EVMS) policy. FAR coverage is
essential to help standardize the use of
EVMS across the Government. The
proposed rule specifically impacts
contracting officers, program managers,
and contractors with earned value
management systems.

DATES: Interested parties should submit
comments in writing on or before

June 7, 2005 to be considered in the
formulation of a final rule.

ADDRESSES: Submit comments
identified by FAR case 2004—019 by any
of the following methods:

e Federal eRulemaking Portal: http://
www.regulations.gov. Follow the
instructions for submitting comments.

e Agency Web Site: http://
www.acqnet.gov/far/ProposedRules/
proposed.htm. Click on the FAR case
number to submit comments.

e E-mail: farcase.2004-019@gsa.gov.
Include FAR case 2004—-019 in the
subject line of the message.

e Fax: 202-501-4067.

e Mail: General Services
Administration, Regulatory Secretariat
(VIR), 1800 F Street, NW., Room 4035,
ATTN: Laurieann Duarte, Washington,
DC 20405.

Instructions: Please submit comments
only and cite FAR case 2004—019 in all
correspondence related to this case.

All comments received will be posted
without change to http://
www.acqnet.gov/far/ProposedRules/
proposed.htm, including any personal
information provided.

FOR FURTHER INFORMATION CONTACT: The
FAR Secretariat at (202) 501-4755 for
information pertaining to status or
publication schedules. For clarification
of content, contact Ms. Jeritta Parnell,
Procurement Analyst, at (202) 501—
4082. Please cite FAR case 2004—019.

SUPPLEMENTARY INFORMATION:
A. Background

The proposed FAR changes are
necessary to implement EVMS
requirements in OMB Circular A-11,
Part 7, Planning, Budgeting,
Acquisition, and Management of Capital
Assets, and the supplement to Part 7,
the Capital Programming Guide. Title V
of the Federal Acquisition Streamlining
Act of 1994 (FASA) requires agency
heads to approve or define the cost,
performance, and schedule goals for
major acquisitions and achieve, on

average, 90 percent of the cost,
performance and schedule goals
established. The Clinger-Cohen Act of
1996 requires the Director of OMB to
develop, as part of the budget process,
a process for analyzing, tracking, and
evaluating the risks and results of all
major capital investments for
information systems for the life of the
system. OMB Circular A-11, Part 7,
Planning, Budgeting, Acquisition, and
Management of Capital Assets and its
supplement, Capital Programming
Guide, were written to meet the
requirements of FASA and the Clinger-
Cohen Act. OMB Circular A-11, Part 7,
sets forth the policy, budget
justification, and reporting requirements
that apply to all agencies of the
executive branch of the Government
that are subject to executive branch
review, for major capital acquisitions.

This rule establishes standard EVMS
provisions, a standard clause and a set
of guidelines for Governmentwide use.
The guidelines include the requirement
and timing of an Integrated Baseline
Review (IBR), whether prior to or post
award. Due to the time and cost of
performing IBRs, when IBRs are
conducted prior to award, consideration
should be given to limiting the
competitive range. The concept of
conducting the IBR before the contract
is awarded is a change from the
traditional approach of conducting IBRs
only after contract award. We
specifically request comments on the
feasibility of conducting IBRs before
award. Should all contracts require IBRs
before award? If not, on what type of
contracts should IBRs be conducted
before award? Would a modified IBR be
a better choice before award? What
should be the down-select policy to
limit the number of offerors subject to
an IBR before award?

This is not a significant regulatory
action and, therefore, was not subject to
review under Section 6(b) of Executive
Order 12866, Regulatory Planning and
Review, dated September 30, 1993. This
rule is not a major rule under 5 U.S.C.
804.

B. Regulatory Flexibility Act

The proposed changes to FAR Parts 2,
7, 34, 42, and 52 may have a significant
economic impact on a substantial
number of small entities within the
meaning of the Regulatory Flexibility
Act, 5 U.S.C. 601, et seq., because the
rule requires contractors, and
subcontractors identified by the
contracting officer, to implement earned
value management and set up earned
value management systems within their
organizations to plan and manage the
work under major acquisitions. Thus,

small businesses will be required to set
up such systems if awarded a major
acquisition contract or a large
subcontract under a major acquisition.
However, an analysis of data in the
Federal Procurement Data System
(FPDS) on actions and dollars on
contracts above $20 million for supplies
and equipments, IT services and
construction, areas where EVMS is
likely to be applied, indicated that small
business only received 3.8 percent of
the $36.8 billion and 5.8 percent of the
345 actions. Because FPDS does not
collect data on EVMS use, the data
above is only an approximation of the
effect on small business. The Councils
are seeking comments on the potential
impact of having to implement a
program management system that meets
the EVMS guidelines in ANSI/EIA
Standard 748-A.

An Initial Regulatory Flexibility
Analysis (IRFA) has been prepared and
will be provided to the Chief Counsel
for Advocacy for the Small Business
Administration. The analysis is
summarized as follows:

The proposed FAR changes are necessary
to implement earned value management
systems (EVMS) requirements in OMB
Circular A-11, Part 7, Planning, Budgeting,
Acquisition, and Management of Capital
Assets, and the supplement to Part 7, the
Capital Programming Guide. Currently, only
DoD, NASA, and a few other agencies have
developed EVMS clauses and policy. The
Civilian Agency Acquisition Council and the
Defense Acquisition Regulations Council
(Councils) are therefore proposing revising
FAR Parts 2, 7, 34, 42, and 52 to include
guidance for EVMS. This rule establishes
standard EVMS provisions, a standard clause
and a set of guidelines for Governmentwide
use.

Title V of the Federal Acquisition
Streamlining Act of 1994 (FASA) requires
agency heads to approve or define the cost,
performance, and schedule goals for major
acquisitions and achieve, on average, 90
percent of the cost, performance and
schedule goals established. The Clinger-
Cohen Act of 1996 requires the Director of
OMB to develop, as part of the budget
process, a process for analyzing, tracking,
and evaluating the risks and results of all
major capital investments for information
systems for the life of the system. OMB
Circular A-11, Part 7, Planning, Budgeting,
Acquisition, and Management of Capital
Assets and its supplement, Capital
Programming Guide, were written to meet the
requirements of FASA and the Clinger-Cohen
Act. OMB Circular A-11, Part 7, sets forth the
policy, budget justification, and reporting
requirements that apply to all agencies of the
executive branch of the Government that are
subject to executive branch review, for major
capital acquisitions. The proposed FAR
changes are necessary to implement EVMS
requirements in OMB Circular A-11, Part 7,
Planning, Budgeting, Acquisition, and
Management of Capital Assets, and the
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supplement to Part 7, the Capital
Programming Guide.

The impact to small businesses by this rule
will be dependent upon the thresholds
established by the agencies or identified by
OMB as the agencies’ major acquisitions/
investments. OMB does not expect EVMS on
acquisitions at or below $20 million total
cost. However, OMB or the agency may
identify a lower dollar acquisition as a major
acquisition for application of EVMS.
Therefore the impact for this rule has not
been ascertained across all agencies. Small
businesses may be impacted by their lack of
certification of an EVM System at time of
award or the cost of the requirement for an
IBR prior to award where an agency does not
absorb the cost of the IBR. Likewise, agencies
will be affected by the possible cost of IBRs
for which they absorb the costs. Therefore,
the number of small businesses with EVM
Systems is uncertain, based on current
information.

This proposed FAR rule will not impose
any additional reporting or recordkeeping
requirements on offerors, contractors, or
members of the public which require the
approval of the Office of Management and
Budget under 44 U.S.C. 3501, et seq. The rule
provides for the standardization of EVMS
across the Government. Contractors are
required to maintain EVMS, where
applicable. These systems are unique to the
contractor. The reporting is specific to the
contractor’s system and is not the reporting
of identical information collected for a public
collection. There is no set of identical
questions for 10 or more contractors. The rule
allows contractors to use a standardized
EVMS across Government. The requirements
for these systems are usually imposed on
high dollar acquisitions. Therefore, only a
few small entities would be required to
comply with the cost/schedule/performance
requirements for these systems.

There are no Federal rules that duplicate,
overlap, or conflict with the proposed rule.

The FAR Secretariat has submitted a
copy of the IRFA to the Chief Counsel
for Advocacy of the Small Business
Administration. A copy of the IRFA may
be obtained from the FAR Secretariat.
The Councils will consider comments
from small entities concerning the
affected FAR Parts 2, 7, 34, 42, and 52
in accordance with 5 U.S.C. 610.
Comments must be submitted separately
and should cite 5 U.S.C. 601, et seq.
(FAR case 2004—-019), in
correspondence.

C. Paperwork Reduction Act

The Paperwork Reduction Act does
not apply because the proposed changes
to the FAR do not impose information
collection requirements that require the
approval of the Office of Management
and Budget under 44 U.S.C. 3501, et
seq.

List of Subjects in 48 CFR Parts 2, 7, 34,
42, and 52

Government procurement.

Dated: April 1, 2005.
Rodney Lantier,

Director, Contract Policy Division, General
Services Administration.

Therefore, DoD, GSA, and NASA
propose amending 48 CFR parts 2, 7, 34,
42, and 52 as set forth below:

1. The authority citation for 48 CFR
parts 2, 7, 34, 42, and 52 are revised to
read as follows:

Authority: 40 U.S.C. 121(c); 10 U.S.C.
chapter 137; and 42 U.S.C. 2473(c).

PART 2—DEFINITIONS OF WORDS
AND TERMS

2. Amend section 2.101 in paragraph
(b) by adding, in alphabetical order, the
definition “Earned value management
system” to read as follows:

2.101 Definitions.

* * * * *

(b) * * *
Earned value management system
means a project management tool that
effectively integrates the project scope
of work with cost, schedule and
performance elements for optimum
project planning and control. The
qualities and operating characteristics of
earned value management systems are
described in American National
Standards Institute (ANSI)/Electronics
Industries Alliance (EIA) Standard—-748,
Earned Value Management systems.
(See OMB Circular A—11, Part 7.)

* * * * *

PART 7—ACQUISITION PLANS

3. Amend section 7.105 by adding a
sentence to the end of paragraph (b)(10)
to read as follows:

7.105 Contents of written acquisition
plans.

* * * * *

() * * =
(10) * * * If an earned value
management system is to be used,
discuss the methodology the
Government will employ to analyze and
use the earned value data to assess and
monitor contract performance. In
addition, discuss how the offeror’s/
contractor’s EVMS will be verified for
compliance with the American National
Standards Institute/Electronics
Industries Alliance (ANSI/EIA)
standard, and the timing and conduct of
Integrated Baseline Reviews (whether
prior to or post award). See 34.202.

* * * * *

PART 34—MAJOR SYSTEM
ACQUISITION

4. Revise section 34.000 to read as
follows:

34.000 Scope of part.

This part describes acquisition
policies and procedures for use in
acquiring major systems consistent with
OMB Circular No. A-109; and the use
of earned value management systems in
acquisitions designated as major
acquisitions consistent with OMB

Circular A-11.
5. Amend section 34.005-2 by adding

paragraph (b)(6) to read as follows:

34.005-2 Mission-oriented solicitation.
* * * * *

(b) * ok %

(6) Require the use of an earned value
management system that meets the
guidelines of ANSI/EIA Standard—748
(current version at time of solicitation)
(see 42.1106) for earned value
management systems and reporting
requirements).

* * * * *

6. Add subpart 34.X to read as

follows:

Subpart 34.X—Earned Value
Management Systems

Sec.

34.X01 Policy.

34.X02 Integrated Baseline Reviews.

34.X03 Solicitation provisions and contract
clause.

34.X01 Policy.

(a) Earned value management system
(EVMS) is required in acquisitions
designated, in accordance with agency
procedures, as major acquisitions

subject to OMB Circular A-11.
(b) When EVMS is required, the

agency shall consider the use of an
Integrated Baseline Review (IBR).

34.X02 Integrated Baseline Reviews.

(a) The Integrated Baseline Review
(IBR) is meant to verify the technical
content and the realism of the related
performance budgets, resources, and
schedules. It should provide a mutual
understanding of the inherent risks in
offerors’/contractors’ performance plans
and the underlying management control
systems, and it should formulate a plan
to handle these risks.

(b) The IBR is a joint assessment by
the offeror or contractor, and the
Government, of the—

(1) Ability of the project’s technical
plan to achieve the objectives of the
scope of work;

(2) Adequacy of the time allocated for
performing the defined tasks to
successfully achieve the project

schedule objectives;
(3) Ability of the Performance

Measurement Baseline (PMB) to
successfully execute the project and
attain cost objectives, recognizing the
relationship between budget resources,
funding, schedule, and scope of work;
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(4) Availability of personnel,
facilities, and equipment when
required, to perform the defined tasks
needed to execute the program
successfully; and

(5) The degree to which the
management process provides effective
and integrated technical/schedule/cost
planning and baseline control.

(c) Conduct the IBR in accordance
with agency procedures.

34.X03 Solicitation provisions and
contract clause.

(a) The contracting officer shall insert
a provision that is substantially the
same as the provision at 52.234-X1,
Notice of Earned Value Management
System, in solicitations for contracts
that require the contractor to use an
earned value management system
(EVMS) and for which the Government
may require an Integrated Baseline
Review (IBR) after contract award.
When an offeror is required to provide
an EVMS plan as part of its proposal,
the contracting officer shall forward a
copy of the plan to the cognizant
Administrative Contracting Officer
(ACO) or responsible Federal
department or agency and obtain their
assistance in determining the adequacy
of the proposed EVMS plan.

(b) The contracting officer shall insert
a provision that is substantially the
same as the provision at 52.234-X2,
Notice of Earned Value Management
System-Pre-Award IBR, in solicitations
for contracts that require the contractor
to use an EVMS and for which the
Government will require an IBR prior to
contract award. When an offeror is
required to provide an EVMS plan as
part of its proposal, the contracting
officer shall forward a copy of the plan
to the cognizant ACO or responsible
Federal department or agency and
obtain their assistance in determining
the adequacy of the proposed EVMS
plan.

(c) The contracting officer shall insert
a clause that is substantially the same as
the clause at 52.234-X3, Earned Value
Management System, in solicitations
and contracts that require a contractor to
use an earned value management system
(EVMS).

PART 42—CONTRACT
ADMINISTRATION AND AUDIT
SERVICES

7. Amend section 42.1106 by adding
paragraph (d) to read as follows:

42.1106 Reporting requirements.
* * * * *

(d) For major acquisitions contracting
officers shall require contractors to
submit earned value management

system monthly reports (see subpart
34.2 and OMB Circular A-11, part 7,
section 1H4, Exhibit 300).

PART 52—SOLICITATION PROVISIONS
AND CONTRACT CLAUSES

8. Add sections 52.234-X1, 52.234—
X2, and 52.234—-X3 to read as follows:

52.234-X1 Notice of Earned Value
Management System.

As prescribed in 34.X03(a) use the
following provision:

Notice of Earned Value Management System
(Date)

(a) The offeror shall provide
documentation that the cognizant
Administrative Contracting Officer (ACO) or
a Federal department or agency has
recognized that the proposed earned value
management system (EVMS) complies with
the EVMS guidelines in ANSI/EIA Standard—
748 (current version at time of solicitation).

(b) If the offeror proposes to use a system
that does not meet the requirements of
paragraph (a) of this provision, the offeror
shall submit a comprehensive plan for
compliance with the EVMS guidelines.

(1) The plan shall—

(i) Describe the EVMS the offeror intends
to use in performance of the contracts;

(ii) Distinguish between the offeror’s
existing management system and
modifications proposed to meet the
guidelines;

(iii) Describe the management system and
its application in terms of the EVMS
guidelines;

(iv) Describe the proposed procedure for
administration of the guidelines, as applied
to subcontractors; and

(v) Provide documentation describing the
process and results of any third-party or self-
evaluation of the system’s compliance with
the EVMS guidelines.

(2) The offeror shall provide information
and assistance as required by the Contracting
Officer to support review of the plan.

(3) The Government will review the
offeror’s plan for EVMS before contract
award.

(c) Offerors shall identify the major
subcontractors, or major subcontracted effort
if major subcontractors have not been
selected, planned for application of the
guidelines. The prime Contractor and the
Government shall agree to subcontractors
selected for application of the EVMS
guidelines.

(End of provision)

52.234-X2 Notice of Earned Value
Management System—Pre-Award IBR.

As prescribed in 34.X03(b), use the
following provision:

Notice of Earned Value Management System,
Pre-Award IBR (Date)

(a) The offeror shall provide
documentation that the cognizant
Administrative Contracting Officer (ACO) or
a Federal department or agency has
recognized that the proposed earned value

management system (EVMS) complies with
the EVMS guidelines in ANSI/EIA Standard—
748 (current version at time of solicitation).

(b) If the offeror proposes to use a system
that does not meet the requirements of
paragraph (a) of this provision, the offeror
shall submit a comprehensive plan for
compliance with the EVMS guidelines.

(1) The plan shall—

(i) Describe the EVMS the offeror intends
to use in performance of the contracts;

(ii) Distinguish between the offeror’s
existing management system and
modifications proposed to meet the
guidelines;

(iii) Describe the management system and
its application in terms of the EVMS
guidelines;

(iv) Describe the proposed procedure for
administration of the guidelines, as applied
to subcontractors; and

(v) Provide documentation describing the
process and results of any third-party or self-
evaluation of the system’s compliance with
the EVMS guidelines.

(2) The offeror shall provide information
and assistance as required by the Contracting
Officer to support review of the plan.

(3) The Government will review and
approve the offeror’s plan for EVMS before
contract award.

(c) Offerors shall identify the major
subcontractors, or major subcontracted effort
if major subcontractors have not been
selected subject to the guidelines. The prime
Contractor and the Government shall agree to
subcontractors selected for application of the
EVMS guidelines.

(d) The Government will conduct an
Integrated Baseline Review (IBR), as
designated by the agency, prior to contract
award. The objective of the IBR is for the
Government and the Contractor to jointly
assess technical areas, such as the
Contractor’s planning, to ensure complete
coverage of the contract requirements, logical
scheduling of the work activities, adequate
resources, methodologies for earned value
(budgeted cost for work performed (BCWP)),
and identification of inherent risks.

(End of provision)

52.234-X3 Earned Value Management
System.

As prescribed in 34.X03(c), insert the
following clause:

Earned Value Management System (Date)

(a) In the performance of this contract the
Contractor shall use an earned value
management system (EVMS) to manage the
contract that at the time of contract award
has been recognized by the cognizant
Administrative Contracting Officer (ACO) or
a Federal department or agency as compliant
with the guidelines in ANSI/EIA Standard—
748 (current version at time of award) and
the Contractor will submit reports in
accordance with the requirements of this
contract.

(b) If, at the time of award, the Contractor’s
EVMS has not been recognized by the
cognizant ACO or a Federal department or
agency as complying with EVMS guidelines
(or the Contractor does not have an existing
cost/schedule control system that is
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compliant with the guidelines in ANSI/EIA
Standard—748 (current version at time of
award)), the Contractor shall apply the
system to the contract and shall be prepared
to demonstrate to the ACO that the EVMS
complies with the EVMS guidelines
referenced in paragraph (a) of this clause.

(c) Agencies may conduct Integrated
Baseline Reviews (IBR). If a pre-award IBR
has not been conducted, such a review shall
be scheduled as early as practicable after
contract award, but not later than 180 days
after award. The Contracting Officer may also
require an IBR at (1) exercise of significant
options or (2) incorporation of major
modifications. Such reviews will normally be
scheduled before award of the contract
action.

(d) Unless a waiver is granted by the ACO
or Federal department or agency, Contractor
proposed EVMS changes require approval of
the ACO or Federal department or agency,
prior to implementation. The ACO or Federal
department or agency, shall advise the
Contractor of the acceptability of such
changes within 30 calendar days after receipt
of the notice of proposed changes from the
Contractor. If the advance approval
requirements are waived by the ACO or
Federal department or agency, the Contractor
shall disclose EVMS changes to the ACO or
Federal department or agency at least 14
calendar days prior to the effective date of
implementation.

(e) The Contractor agrees to provide access
to all pertinent records and data requested by
the Contracting Officer or a duly authorized
representative. Access is to permit
Government surveillance to ensure that the
EVMS conforms, and continues to conform,
with the performance criteria referenced in
paragraph (a) of this clause.

(f) The Contractor shall require the
subcontractors specified below to comply
with the requirements of this clause: [Insert
list of applicable subcontractors.]

(End of clause)

[FR Doc. 05-6864 Filed 4—7—-05; 8:45 am|
BILLING CODE 6820-EP-P

DEPARTMENT OF COMMERCE

National Oceanic and Atmospheric
Administration

50 CFR Part 600

[Docket No. 041029298-5084-02; 1.D.
052004A]

RIN 0648—-AS38

Magnuson-Stevens Act Provisions;
Fishing Capacity Reduction Program;
Pacific Coast Groundfish Fishery;
California, Washington, and Oregon
Fisheries for Coastal Dungeness Crab
and Pink Shrimp; Industry Fee System
for Fishing Capacity Reduction Loan

AGENCY: National Marine Fisheries
Service (NMFS), National Oceanic and
Atmospheric Administration (NOAA),
Commerce.

ACTION: Proposed rule.

SUMMARY: NMF'S re-proposes regulations
to implement an industry fee system for
repaying a $35,662,471 Federal loan.
The loan financed most of the cost of a
fishing capacity reduction program in
the Pacific Coast groundfish fishery. The
industry fee system imposes fees on the
value of future groundfish landed in the
trawl portion (excluding whiting
catcher-processors) of the Pacific Coast
groundfish fishery. It also imposes fees
on coastal Dungeness crab and pink
shrimp landed in the California,
Washington, and Oregon fisheries for
coastal Dungeness crab and pink
shrimp. This action’s intent is to
implement the industry fee system.
DATES: Written comments on this
proposed rule must be received by May
9, 2005.

ADDRESSES: You may submit comments
by any of the following methods:

e E-mail: 0648-AS38@noaa.gov.
Include in the subject line the following
identifier: Pacific Coast Groundfish
Buyback RIN 0648—-AS38. E-mail
comments, with or without attachments,
are limited to 5 megabytes.

e Federal e-Rulemaking Portal: http://
www.regulations.gov.

e Mail: Michael L. Grable, Chief,
Financial Services Division, National
Marine Fisheries Service, 1315 East-
West Highway, Silver Spring, MD
20910-3282.

e Fax: (301) 713-1306.

Comments involving the burden-hour
estimates or other aspects of the
collection-of-information requirements
contained in this proposed rule should
be submitted in writing to Michael L.
Grable, at the above address, and to
David Rostker, Office of Management
and Budget (OMB), by e-mail at

David Rostker@omb.eop.gov or by fax
to 202-395-7285.

Copies of the Environmental
Assessment, Regulatory Impact Review
(EA/RIR) and Initial Regulatory
Flexibility Analysis (IRFA) for the fee
collection system may be obtained from
Michael L. Grable, at the above address.
FOR FURTHER INFORMATION CONTACT:
Michael L. Grable, (301) 713-2390.
SUPPLEMENTARY INFORMATION:

I. Background

Section 312(b)—(e) of the Magnuson-
Stevens Fishery Conservation and
Management Act (16 U.S.C. 1861a(b)
through (e)) (Magnuson-Stevens Act)
generally authorized fishing capacity
reduction programs. In particular,
section 312(d) of the Magnuson-Stevens
Act authorized industry fee systems for
repaying fishing capacity reduction
loans which finance program costs.

Subpart L of 50 CFR part 600 contains
the framework regulations (framework
regulations) generally implementing
sections 312(b)—(e) of the Magnuson-
Stevens Act.

Sections 1111 and 1112 of the
Merchant Marine Act, 1936 (46 App.
U.S.C. 1279f and 1279g), generally
authorized fishing capacity reduction
loans.

Section 212 of Division B, Title II, of
Public Law 108-7 (section 212)
specifically authorized a $46 million
program (groundfish program) for that
portion of the limited entry trawl fishery
under the Pacific Coast Groundfish
Fishery Management Plan whose
permits, excluding those registered to
whiting catcher-processors, were
endorsed for trawl gear operation
(reduction fishery). Section 212 also
authorized a fee system for repaying the
reduction loan partially financing the
groundfish program’s cost. The fee
system includes both the reduction
fishery and the fisheries for California,
Washington, and Oregon coastal
Dungeness crab and pink shrimp (fee-
share fisheries). Section 501(c) of
Division N, Title V, of Public Law 108—
7 (section 501(c)) appropriated $10
million to partially fund the groundfish
program’s cost. Public Law 107-206
authorized a reduction loan with a
ceiling of $36 million to finance the
groundfish program’s cost.

Section 212 required NMFS to
implement the groundfish program by a
public notice in the Federal Register.
NMFS published the groundfish
program’s initial public notice on May
28, 2003 (68 FR 31653) and final notice
on July 18, 2003 (68 FR 42613).
Background information on the
groundfish program are published in
these notices.
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The groundfish program’s maximum
cost was $46 million, of which $10
million was funded by an appropriation
and $36 million by a reduction loan.
Voluntary participants in the groundfish
program relinquished, among other
things, their fishing permits in the
reduction fishery, their fishing permits
or licenses in the fee- share fisheries,
their fish catch histories in both the
reduction and fee-share fisheries, and
their vessels” worldwide fishing
privileges. These relinquishments were
in return for reduction payments whose
amounts the participants’ reduction bids
determined.

On July 18, 2003, NMFS invited
reduction bids from the reduction
fishery’s permit holders. The bidding
period opened on August 4, 2003, and
closed on August 29, 2003. NMFS
scored each bid’s amount against the
bidder’s past ex-vessel revenues and, in
a reverse auction, accepted the bids
whose amounts were the lowest
percentages of the revenues. This
created reduction contracts whose
performance was subject only to a
successful referendum about the fee
system required to repay the reduction
loan.

Bid offers totaled $59,786,471. NMFS
accepted bids totaling $45,662,471. The
next lowest scoring bid would have
exceeded the groundfish program’s
maximum cost. The accepted bids
involved 91 fishing vessels as well as
239 fishing permits and licenses (91 in
the reduction fishery, 121 in the fee-
share fisheries, and 27 other Federal
permits).

In accordance with the section 212
formula, NMFS allocated portions of the
$35,662,471 reduction loan amount to
the reduction fishery and to each of the
six fee share fisheries, as follows:

1. Reduction fishery, $28,428,719; and

2. Fee-share fisheries:

a. California coastal Dungeness crab
fishery, $2,334,334;

b. California pink shrimp fishery,
$674,202;

c. Oregon coastal Dungeness crab
fishery, $1,367,545;

d. Oregon pink shrimp fishery,
$2,228,845;

e. Washington coastal Dungeness crab
fishery, $369,426; and

f. Washington pink shrimp fishery,
$259,400.

Each of these portions became
reduction loan subamounts repayable by
fees from each of the seven subamount
fisheries involved.

NMFS next held a referendum on the
fee system. The reduction contracts
would have become void unless the
majority of votes cast in the referendum
approved the fee system. On September

30, 2003, NMFS mailed ballots to
referendum voters in the reduction
fishery and in each of the six fee-share
fisheries. The voting period opened on
October 15, 2003, and closed on October
29, 2003. NMFS received 1,105
responsive votes. In accordance with the
section 212 formula, NMFS weighted
the votes from each of the seven
fisheries. Over 85 percent of the
weighted votes approved the fee system.
This successful referendum result
removed the only condition precedent
to reduction contract performance.

On November 4, 2003, NMFS
published another Federal Register
document (68 FR 62435) advising the
public that NMFS would, beginning on
December 4, 2003, tender the groundfish
program’s reduction payments to the 91
accepted bidders. On December 4, 2003,
NMFS required all accepted bidders to
permanently stop all further fishing
with the reduction vessels and permits.
Subsequently, NMFS:

1. Disbursed $45,662,471 in reduction
payments to 91 accepted bidders;

2. Revoked the relinquished Federal
permits;

3. Advised California, Oregon, and
Washington about the relinquished state
permits or licenses;

4. Arranged with the National Vessel
Documentation Center for revocation of
the reduction vessels’ fishery trade
endorsements; and

5. Notified the U.S. Maritime
Administration to restrict placement of
the reduction vessels under foreign
registry or their operation under the
authority of foreign countries.

On November 16, 2004, NMFS
published a Federal Register document
(69 FR 67100) proposing regulations to
implement an industry fee system for
repaying the reduction loan (proposed
fee regulations).

Due to the extensive changes
requested by the public on the original
proposed fee regulations, NMFS
modified and is now re-proposing the
fee system.

II. Summary of Comments and
Responses

Comment 1: One comment stated that
the term “‘reduction fishery” as defined
in the proposed fee regulations may be
ambiguous. This comment noted that
the reduction fishery fleet may fish,
under both a limited entry trip limit and
an open access trip limit, for all
groundfish species. The comment asked
if the fee applies to all reduction fishery
landings regardless of whether the
landed fish were caught under the
limited entry trip limit or the open
access trip limit.

Response: The fee applies to all
groundfish species in the reduction
fishery regardless of the nature of the
trip limits under which the species were
caught.

Under the proposed fee regulations’
definition of “reduction fishery”, the
reduction fishery species are ““all
species in... the limited entry trawl
fishery under the Federal Pacific Coast
Groundfish Fishery Management Plan
that is conducted under permits,
excluding those registered to whiting
catcher-processors, which are endorsed
for trawl gear operation.”

The fee must be paid for all species
which are:

1. Reduction fishery species;

2. Caught under permits which are
endorsed for trawl gear operation
(except permits registered to whiting
catcher-processors); and,

3. Caught by limited access permit
holders, regardless of whether species
are caught under limited access or open
access permits.

Comment 2: One comment concerned
the proposed fee regulations’ failure to
exercise a section 212 option under
which the States of California, Oregon,
and Washington would have
“collected” the fees. The proposed fee
regulations partly based this on some of
the states’ authority to “collect” these
fees expiring in a few years while fee
collection itself will continue for 30
years. The commenter believed this was
insufficient justification for not
exercising this option because state
statutory provisions are commonly
extended beyond their “sunset” period
if the provisions are still being used.

Response: NMFS continues to believe
that exercising the statutory option for
the states to “collect” the fees is not
feasible. NMFS reached this conclusion
because, among other reasons:

1. The state systems sometimes:

a. Assess and collect fees based on
pounds rather than on dollars,

b. Do not assess or collect fees at the
point of fish sale, and/or

c. Involve quarterly fee
disbursements;

2. One state’s legislation regarding
this option authorizes participation of a
state agency different from the one
administering the existing state system
(and might require amendment);

3. One state’s legislation regarding
this option expires in less than two
years;

4. All states indicated that the funding
and staffing required for this option
during the reduction loan’s 30-year term
would be problematic for them; and

5. The states’ collection systems are
dissimilar and, without significant
modification, might not promote
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efficient and uniform groundfish
program fee collection.

Comment 3: One comment stated that
interest should not have accrued on
reduction loan principal between the
time of the loan’s disbursement and the
industry fee system’s implementation
because the fish sellers had no
opportunity to pay the fee during this
interim. The commenter stated that
NMFS’ Financial Services Division had
verbally advised him that the interest
would not accrue during this interim
period.

Response: The Financial Services
Division neither advised nor had the
authority to advise this commenter that
the interest would not accrue during
this interim period.

Comment 4: One comment suggested
that NMFS use the state vessel
identification number as the identifier
to track vessels delivering fee fish to
ensure the proper fees are being
collected.

Response: NMFS does not now
propose any particular means of
identifying or tracking vessels
delivering fee fish. NMFS will use
whatever available vessel identifiers
best allow, in the circumstances
involved, NMFS to match fish sellers
with fish buyers and, where necessary,
audit fee payments, collection, deposits,
and disbursements.

Comment 5: One comment requested
NMFS to annually notify all fish sellers
and fish buyers of the fee rate applicable
to the reduction fishery and to each of
the fee-share fisheries during the
succeeding year.

Response: NMFS does not believe
annual notifications are necessary.
Instead, in accordance with the
framework regulations’ section
600.1013(d), NMFS will, at least 30 days
before the effective date of any fee or of
any fee rate change, publish a Federal
Register document establishing the date
from and after which the fee or fee rate
change is effective. NMFS will at the
same time and by U.S. mail also
individually notify each affected fish
seller and fish buyer of whom NMFS
has notice.

Comment 6: One comment questioned
the requirement for each fish buyer to
maintain a segregated account for the
sole purpose of depositing and
disbursing collected fee revenue.

Response: Because the groundfish
program will involve many smaller fish
buyers and because the amount of fees
each collects will often be relatively
smaller than in other fishing capacity
reduction programs, NMFS has
modified the proposed rule to remove
the requirement to maintain a
segregated account, as long as they

maintain separate subaccounts for these
fees within operating accounts which
may also be used for other purposes.
The subaccounts must include
provision to separately account for fees
collected as a result of fish bought from
the reduction fishery and/or from each
of the fee-share fisheries. NMFS now
proposes to require all groundfish
program fish buyers to establish and
maintain accounting policies which will
allow NMFS, where necessary, to
accurately audit their fee collection,
deposit, and disbursement activities.

Comment 7: One comment stated that
the requirement for collected fee
revenue to be deposited weekly would
be burdensome and instead suggested
monthly deposits as an alternative.

Response: Because the fee amounts
which groundfish program fish buyers
collect will often be relatively smaller
than in other fishing capacity reduction
programs, NMFS agrees with this
comment and now proposes monthly,
rather than weekly, fee deposits.

Comment 8: One comment requested
that fish buyers be permitted to disburse
collected fees to NMFS up to 14 days
after the end of each month rather than
being required to do so on the last
business day of each month.

Response: Because so many smaller
fee collections will be involved, NMFS
agrees with this comment and now
proposes to permit disbursement up to
14 days after the end of each month
rather than on the last business day of
each month. Moreover, to further reduce
the fee disbursement burden on small
fish buyers, NMFS now also proposes
not to require any disbursement to
NMFS of deposited fees until either the
deposited fees total at least $100 or the
14tk day after the end of the calendar
year in which the fees were deposited,
whichever comes first.

Comment 9: One comment stated that
annual reporting is not needed, since
monthly settlement sheets are required
that provide the same information.

Response: NMFS agrees with this
comment and now proposes to dispense
with annual reporting. NMFS, however,
will monitor this and if subsequent
experience demonstrates a need to
revise this requirement, NMFS shall do
s0.
Comment 10: To prevent delays in
NMFS’ internal mail system, one
comment requested that NMFS establish
a separate post office box for receiving
fee deposits and reports.

Response: This is unnecessary
because the proposed fee regulations
require fish buyers to send collected
fees and reports to a special lockbox
which NMFS will establish for this sole
purpose. A separate lockbox will

prevent these remittances from being
intermixed with any other materials.

III. Proposed Regulations

NMEF'S has completed the groundfish
program except for the implementation
of a fee system, which this action
proposes to implement.

The terms defined in section 600.1000
of the framework regulations apply to
the groundfish program except for the
definitions for “borrower” and ‘““fee
fish.” The definition for these two terms
have been refined to account for fee
share fisheries. The proposed refined
definitions are found in section
600.1102. If this rule is adopted, the
new definitions would, for purposes of
the groundfish program, supersede the
definition for these terms found in
section 600.1000.

Section 600.1013 of the framework
regulations govern the payment and
collection of fees under a fee system for
any program.

Under section 600.1013, the first ex-
vessel buyers (fish buyers) of post-
reduction fish subject to a fee system
(fee fish) must withhold the fee from the
trip proceeds which the fish buyers
would otherwise have paid to the
parties (fish sellers) who harvested and
first sold the fee fish to the fish buyers.
Fish buyers calculate the fee to be
collected by multiplying the applicable
fee rate times the fee fish’s full delivery
value. Delivery value is the fee fish’s
full fair market value, including all in-
kind compensation or other goods or
services exchanged in lieu of cash.

Fish buyers collect the fee when they
withhold it from trip proceeds, and fish
sellers pay the fee when the fish buyers
withhold it. Fee payment and fee
collection is mandatory, and there are
substantial penalties for failing to pay
and collect fees in accordance with the
applicable regulations.

The framework regulations’ section
600.1014 governs fish buyers’
depositing and disbursing to NMFS the
fees which they have collected for any
program as well as their keeping records
of, and reporting about, collected fees.
Paragraph (j) of section 600.1014 also
provides that regulations implementing
specific program may vary the section
600.1014 provisions if NMFS believes
this is necessary to accommodate the
circumstances of, and practices in, a
specific reduction fishery.

Under section 600.1014(a)-(d), fish
buyers must, no less frequently than at
the end of each business week, deposit
collected fees in segregated and
Federally insured accounts until, no less
frequently than on the last business day
of each month, they disburse all
collected fees in the accounts to a
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lockbox which NMFS has specified for
this purpose. Settlement sheets must
accompany these disbursements. Fish
buyers must maintain specified fee
collection records for at least three years
and send NMFS annual reports of fee
collection and disbursement activities.

After evaluating comments received
in response to the proposed fee
regulations, however, NMFS now
proposes in the instance of the
groundfish program to depart from some
of the section 600.1014 provisions,
chiefly:

1. Segregated bank accounts will not
be required for depositing collected fees;

2. Collected fee deposits will be
monthly rather than weekly;

3. Fish buyers may disburse deposited
fees up to 14 days after the end of each
month rather than having to do so on
the last business day of each month;

4. Fish buyers do not have to disburse
deposited fees at all until either their
total reaches $100 or the 14t day after
the end of each calendar year,
whichever comes first; and

5. Fish buyers do not have to submit
annual fee collection, deposit, and
disbursement reports.

Accordingly, the proposed fee
regulations now restate, for the
groundfish program, the entirety of the
framework regulations’ at section
600.1014(a)-(d). NMFS also proposes
that section 600.1014(e) of the
framework regulations no longer applies
to the groundfish program.
Additionally, NMFS proposes that
sections 600.1014(f)-(j) will continue to
apply, in their entirety, to the
groundfish program.

All parties interested in this proposed
action should carefully read the
following framework regulations
sections, whose detailed provisions, as
this action proposes to modify them,
apply to the fee system for repaying the
groundfish program’s reduction loan:

. §600.1012;

. §600.1013;

. §600.1014;

. §600.1015;

. §600.1016; and

. Applicable portions of §600.1017.

Section 212 provides an option for
NMEFS to enter into agreements with
California, Washington, and Oregon
regarding groundfish program fees in
the fee-share fisheries. While this would
not involve actual fee collection
(because both section 312(d) of the
Magnuson-Stevens Act and the
framework regulations require fish
buyers to collect the fee), it would allow
fish buyers to use existing state systems
for post-collection fee administration.

After all three states enacted
legislation which would have allowed

DU WN -

them to function in this capacity, NMFS
evaluated the feasibility of exercising
the section 212 option. As previously
noted, however, NMFS concluded that
exercising this option was not feasible.
NMFS reached this conclusion because,
among other reasons:

1. The state systems sometimes:

a. Assess and collect fees based on
pounds rather than on dollars,

b. Do not assess or collect fees at the
point of fish sale, and/or

c. Involve quarterly fee
disbursements;

2. One state’s legislation regarding
this option authorizes participation of a
state agency different from the one
administering the existing state system
(and might require amendment);

3. One state’s legislation regarding
this option expires in less than two
years;

4. All states indicated that the funding
and staffing required for this option
during the reduction loan’s 30-year term
would be problematic for them; and

5. The states’ collection systems are
dissimilar and, without significant
modification, might not promote
efficient and uniform groundfish
program fee collection.

Accordingly, NMFS decided that the
section 212 option is not feasible at this
time and will not propose to exercise
this option.

NMFS intends to enter into landing
and permit data sharing agreements
with the States of California, Oregon,
and Washington in order for NMFS to
receive landing and permit information.
This will allow NMFS to ensure full
groundfish program fee payment,
collection, deposit, and disbursement
under the framework rule provisions.

NMFS proposes, in accordance with
the framework regulations’ section
600.1013(d), to establish the initial fee
applicable to the reduction fishery and
to each fee-share fishery. After NMFS
has adopted a final rule, NMFS will
separately mail notification to each
individual fish seller and fish buyer
affected of whom NMFS then has
notice. Until implementation of the final
rule, fish sellers and fish buyers do not
have to either pay or collect the
groundfish program fee. Upon
implementation of the final rule, the
initial fee rate for the reduction fishery
and for each of the fee-share fisheries
would be:

1. Reduction fishery, 5 percent; and

2. Fee share fisheries:

a. California coastal Dungeness crab,
1.24 percent,

b. California pink shrimp, 5 percent,

c. Oregon coastal Dungeness crab,
0.55 percent,

d. Oregon pink shrimp, 3.75 percent,

e. Washington coastal Dungeness
crab, 0.16 percent, and

f. Washington pink shrimp, 1.50
percent.

The rates are percentages of delivery
value. See section 600.1000 of the
framework regulations for the definition
of “delivery value” and for the
definition of other terms relevant to the
proposed fee regulation.

Each disbursement of the $35,662,471
principal amount of the reduction loan
began accruing interest as of the date of
each such disbursement. The interest
rate is a fixed 6.97 percent, and will not
change during the term of the reduction
loan.

Classification

The Assistant Administrator for
Fisheries, NMFS, determined that this
proposed rule is consistent with the
Magnuson-Stevens Fishery
Conservation and Management Act and
other applicable laws.

In compliance with the National
Environmental Policy Act, NMFS
prepared an EA for the final notice
implementing the groundfish program.
The EA discussed the impact of the
groundfish program on the natural and
human environment and resulted in a
finding of no significant impact. The EA
considered the implementation of this
fee collection system, among other
alternatives. Therefore, this proposed
action has received a categorical
exclusion from additional analysis.
NMFS will provide a copy of the EA
upon request (see ADDRESSES).

This proposed rule has been
determined to be not significant for
purposes of Executive Order 12866.
NMFS prepared an RIR for the final
notice implementing the groundfish
program. NMFS will provide a copy of
the RIR upon request (see ADDRESSES).

NMFS prepared an IRFA as required
by section 603 of the Regulatory
Flexibility Act, that describes the
impact this proposed rule, if adopted,
would have on small entities. NMFS
will provide a copy of the IRFA upon
request (see ADDRESSES). A summary of
the IRFA follows:

1. Description of Reasons for Action and
Statement of Objective and Legal Basis

Section 212 authorized a $46 million
fishing capacity reduction program for
reduction fishery. Section 212 also
authorized a fee system for repaying the
reduction loan partially financing the
groundfish program’s cost. The fee
system includes both the reduction
fishery and the fee share fisheries.

Section 501(c) appropriated $10
million to partially fund the groundfish
program’s cost. Public Law 107-206
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authorized a reduction loan for
financing up to $36 million of the
groundfish program’s cost. Pursuant to
section 212, NMFS implemented the
groundfish program, except for a fee
system, on July 18, 2003 (68 FR 42613).
This action now proposes a fee system
for the groundfish program.

2. Description of Small Entities to
Which the Rule Applies

The Small Business Administration
(SBA) has defined any fish harvesting
businesses that is independently owned
and operated, not dominant in its field
of operation, and with annual receipts
of $3.5 million or less, as a small entity.
In addition, processors with 500 or
fewer employees involved in related
industries such as canned and cured
fish and seafood or prepared fresh fish
and seafood are also considered small
entities. According to the SBA’s
definition of a small entity, virtually all
of the groundfish program’s
approximate 1,800 fish sellers are small
entities. This includes 172 fish sellers in
the reduction fishery and over 1,600 fish
sellers in the six fee-share fisheries.
Most of the groundfish program’s fish
buyers also are small entities.

3. Description of Recordkeeping and
Compliance Costs

Please see collection-of-information
requirements listed hereafter.

4. Duplication or Conflict with Other
Federal Rules

This rule does not duplicate or
conflict with any Federal rules.

5. Description of Significant
Alternatives Considered

NMFS considered three alternatives to
the proposed action. The first
alternative was the status quo. Under
this alternative, there would be no fee
system and the fish sellers and fish
buyers would not have to pay and
collect a fee. This alternative was,
however, contrary to the groundfish
program’s statutory authority and was
rejected.

The second alternative was the
statutorily mandated industry fee
system without state involvement.
Under this alternative, the fish buyers of
fee fish would withhold the fee from the
trip proceeds. Fish buyers would
calculate the fee to be collected by
multiplying the applicable fee rate times
the fee fish’s full delivery value. This is
the preferred alternative because the
groundfish program’s statutory authority
mandates fee payment and collection.

The third alternative was the
statutorily mandated industry fee
system with state involvement. This

alternative is the same as described in
the second alternative except that the
States of California, Oregon, and
Washington would, in conjunction with
their own state tax and fee systems,
assume some of the fish buyers’ fee
deposit and disbursement
responsibilities. This alternative would
have reduced compliance costs to
individual businesses, both fish buyers
and sellers. However, this alternative
was not chosen because some states:

1. Assess and collect the state taxes
and fees based on pounds rather than on
dollars,

2. Do not assess or collect their taxes
or fees at the point of fish sale, and

3. Involve quarterly fee
disbursements.

In addition, one state’s legislative
authority to participate in this
alternative collection authorizes
participation of a state agency different
than the one administering the existing
state system and another state’s
legislative authority to participate in
this alternative expires in less than two
years (even though fee collection
continues for 30 years).

Furthermore, all states indicated that
state funding and staffing under this
alternative for the reduction loan’s 30-
year term would be problematic for
them.

Finally, the states’ collection systems
are dissimilar and, without significant
modification, might not promote
efficient and uniform groundfish
program fee collection.

6. Steps the Agency Has Taken to
Mitigate Negative Effects of the Action

NMEFS has changed aspects of the
framework regulations’ fee deposit and
disbursement requirements to reduce
the impact on small entity fish buyers.
NMFS proposes to require monthly fee
deposits as opposed to the weekly
deposits previously required. NMFS
also will allow a 14 day grace period
from the end of each month for fish
buyers to disburse deposit fee principal
to NMFS. If the deposit fee principal
totals less than $100, the fish buyers
need not disburse the deposit fee
principal until it totals $100 or more, or
until the 14t day after the end of the
calendar year in which the fees were
deposited, whichever comes first.
Furthermore, NMFS proposes to
eliminate annual reporting
requirements.

This proposed rule contains
collection-of-information requirements
subject to the Paperwork Reduction Act
(PRA). OMB has approved these
information collections under OMB
control number 0648—-0376. NMFS
estimates that the public reporting

burden for these requirements will
average:

Two hours for submitting a monthly
fish buyer settlement sheet; and

Two hours for making a fish buyer/
fish seller report when one party fails to
either pay or collect the fee.

These response estimates include the
time for reviewing instructions,
searching existing data sources,
gathering and maintaining the data
needed, and completing and reviewing
the information collection.

Send comments regarding this burden
estimate, or any other aspect of this data
collection, including suggestions for
reducing the burden, to both NMFS and
OMB (see ADDRESSES).

Notwithstanding any other provision
of law, no person is required to respond
to, and no person is subject to a penalty
for failure to comply with, an
information collection subject to the
requirements of the PRA unless that
information collection displays a
currently valid OMB control number.

NMEF'S has determined that this
proposed rule will not significantly
affect the coastal zone of any state with
an approved coastal zone management
program. This determination was
submitted for review by the States of
Washington, Oregon, and California.

List of Subjects in 50 CFR Part 600

Fisheries, Fishing capacity reduction,
Fishing permits, Fishing vessels,
Intergovernmental relations, Loan
programs business, Reporting and
recordkeeping requirements.

Dated: April 5, 2005.
Rebecca Lent,
Deputy Assistant Administrator for
Regulatory Programs, National Marine
Fisheries Service.

For the reasons in the preamble, the
National Marine Fisheries Service
proposes to amend 50 CFR part 600 as
follows:

PART 600—MAGNUSON-STEVENS
ACT PROVISIONS

1. An authority citation for part 600
subpart M is added to read as follows:

Authority: 5 U.S.C. 561, 16 U.S.C. 1801 et
seq., 16 U.S.C. 1861a(b) through (e), 46 App.
U.S.C. 1279f and 1279g, section 144(d) of
Division B of Pub. L. 106-554, section 2201
of Pub. L. 107-20, section 205 of Pub. L. 107—
117, Pub. L. 107-206, and Pub. L. 108-7.

2.In §600.1102 the section heading is
revised and text is added to read as
follows:

§600.1102 Pacific Coast Groundfish Fee.

(a) Purpose. This section implements
the fee for repaying the reduction loan
financing the Pacific Coast Groundfish
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Program authorized by section 212 of
Division B, Title II, of Public Law 108—
7 and implemented by a final
notification in the Federal Register (July
18, 2003; 68 FR 42613).

(b) Definitions. Unless otherwise
defined in this section, the terms
defined in §600.1000 expressly apply to
this section. The following terms have
the following meanings for the purpose
of this section:

Borrower means, individually and
collectively, each post-reduction fishing
permit holder and/or fishing vessel
owner fishing in the reduction fishery,
in any or all of the fee share fisheries,
or in both the reduction fishery and any
or all of the fee share fisheries.

Deposit fee principal means all
collected fee revenue that a fish buyer
has deposited in the account required
by paragraph (j)(1) of this section.

Fee fish means all fish legally
harvested from the reduction fishery
during the period in which any portion
of the reduction fishery’s subamount is
outstanding and all fish harvested from
each of the fee share fisheries during the
period in which any portion of each fee
share fishery’s subamount is
outstanding.

Fee-share fisheries means the
California, Washington, and Oregon
fisheries for coastal Dungeness crab and
pink shrimp.

Fee-share fishery subaccount means
each of the six subaccounts of the
groundfish program fund subaccount in
which each of the six fee-share fishery
subamounts are accounted for.

Reduction fishery subaccount means
the subaccount of the groundfish
program fund subaccount in which the
reduction fishery subamount is
accounted for.

Subamount means each portion of the
reduction loan’s original principal
amount which is allocated to the
reduction fishery and to each of the fee
share fisheries.

(c) Reduction fishery. The reduction
fishery for the groundfish program
includes all species in, and that portion
of, the limited entry trawl fishery under
the Federal Pacific Coast Groundfish
Fishery Management Plan that is
conducted under permits, excluding
those registered to whiting catcher-
processors, which are endorsed for trawl
gear operation.

(d) Reduction loan amount. The
reduction loan’s original principal
amount is $35,662,471.

(e) Subamounts. The subamounts of
the reduction loan amount are:

(1) Reduction fishery, $28,428,719;
and

(2) Fee-share fisheries:

(i) California coastal Dungeness crab
fee-share fishery, $2,334,334,

(ii) California pink shrimp fee-share
fishery, $674,202,

(iii) Oregon coastal Dungeness crab
fee-share fishery, $1,367,545,

(iv) Oregon pink shrimp fee-share
fishery, $2,228,845,

(v) Washington coastal Dungeness
crab fee-share fishery, $369,426, and

(vi) Washington pink shrimp fee-share
fishery, $259,400.

(f) Interest accrual inception. Interest
began accruing on each portion of the
reduction loan amount on and from the
date each such portion was disbursed.

(g) Interest rate. The reduction loan’s
interest rate is 6.97 percent. This is a
fixed rate of interest for the full term of
the reduction loan’s life.

(h) Repayment term. For the purpose
of determining fee rates, the reduction
loan’s repayment term shall be 30 years
from March 1, 2004, but each fee shall
continue for as long as necessary to fully
repay each subamount.

(i) Reduction loan repayment. The
borrower shall repay the reduction loan
in accordance with §600.1012.

(j) Fee payment and collection. (1)
Fish sellers in the reduction fishery and
in each of the fee-share fisheries shall
pay the fee applicable to each such
fishery’s subamount in accordance with
§600.1013.

(2) Fish buyers in the reduction
fishery and in each of the fee-share
fisheries shall collect the fee applicable
to each such fishery in accordance with
§600.1013.

(k) Fee collection, deposits,
disbursements, records, and reports.
Fish buyers in the reduction fishery and
in each of the fee share fisheries shall
deposit and disburse, as well as keep
records for and submit reports about,
the fees applicable to each such fishery
in accordance with § 600.1014, except
that:

(1) Deposit accounts. Each fish buyer
that this section requires to collect a fee
shall maintain an account at a federally
insured financial institution for the
purpose of depositing collected fee
revenue and disbursing the deposit fee
principal directly to NMFS in
accordance with paragraph (k)(3) of this
section. The fish buyer may use this
account for other operational purposes
as well, but the fish buyer shall ensure
that the account separately accounts for
all deposit fee principal collected from
the reduction fishery and from each of
the six fee-share fisheries. The fish
buyer shall separately account for all fee
collections as follows:

(1) All fee collections from the
reduction fishery shall be accounted for
in a reduction fishery subaccount,

(ii) All fee collections from the
California pink shrimp fee-share fishery
shall be accounted for in a California
shrimp fee-share fishery subaccount,

(iii) All fee collections from the
California coastal Dungeness crab
fishery shall be accounted for in a
California crab fee-share fishery
subaccount,

(iv) All fee collections from the
Oregon pink shrimp fee-share fishery
shall be accounted for in an Oregon
shrimp fee-share fishery subaccount,

(v) All fee collections from the Oregon
coastal Dungeness crab fee-share fishery
shall be accounted for in an Oregon crab
fee-share fishery subaccount,

(vi) All fee collections from the
Washington pink shrimp fee-share
fishery shall be accounted for in a
Washington shrimp fee-share fishery
subaccount, and

(vii) All fee collections from the
Washington coastal Dungeness crab
fishery shall be accounted for in a
Washington crab fee-share fishery
subaccount;

(2) Fee collection deposits. Each fish
buyer, no less frequently than at the end
of each month, shall deposit, in the
deposit account established under
paragraph (k)(1) of this section, all
collected fee revenue not previously
deposited that the fish buyer collects
through a date not more than two
calendar days before the date of deposit.
The deposit fee principal may not be
pledged, assigned, or used for any
purpose other than aggregating collected
fee revenue for disbursement to the fund
in accordance with paragraph (k)(3) of
this section. The fish buyer is entitled,
at any time, to withdraw interest (if any)
on the deposit fee principal, but never
the deposit fee principal itself, for the
fish buyer’s own use and purposes;

(3) Deposit fee principa
disbursement. Not later than the 14th
calendar day after the last calendar day
of each month, or more frequently if the
amount in the account exceeds the
account limit for insurance purposes,
the fish buyer shall disburse to NMFS
the full deposit fee principal then in the
deposit account, provided that the
deposit fee principal then totals $100 or
more. If the deposit fee principal then
totals less than $100, the fish buyer
need not disburse the deposit fee
principal until either the next month
during which the deposit fee principal
then totals $100 or more, or not later
than the 14tk calendar day after the last
calendar day of any year in which the
deposit fee principal has not since the
last required disbursement totaled $100
or more, whichever comes first. The fish
buyer shall disburse deposit fee
principal by check made payable to the
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groundfish program fund subaccount.
The fish buyer shall mail each such
check to the groundfish program fund
subaccount lockbox that NMFS
establishes for the receipt of groundfish
program disbursements. Each
disbursement shall be accompanied by
the fish buyer’s settlement sheet
completed in the manner and form
which NMFS specifies. NMFS will,
before fee payment and collection
begins, specify the groundfish program
fund subaccount lockbox and the
manner and form of settlement sheet.
NMFS will do this by means of the
notification in § 600.1013(d). NMFS’
settlement sheet instructions will
include provisions for the fish buyer to
specify the amount of each
disbursement which was disbursed from
the reduction fishery subaccount and/or
from each of the six fee-share fishery
subaccounts;

(4) Records maintenance. Each fish
buyer shall maintain, in a secure and
orderly manner for a period of at least
three years from the date of each
transaction involved, at least the
following information:

(i) For all deliveries of fee fish that the
fish buyer buys from each fish seller
include:

(A) The date of delivery,

(B) The fish seller’s identity,

(C) The weight, number, or volume of
each species of fee fish delivered,

(D) Information sufficient to
specifically identify the fishing vessel
which delivered the fee fish,

(E) The delivery value of each species
of fee fish,

(F) The net delivery value of each
species of fee fish,

(G) The identity of the payor to whom
the net delivery value is paid, if
different than the fish seller,

(H) The date the net delivery value
was paid,

(I) The total fee amount collected as
a result of all fee fish, and

(J) The total fee amount collected as
a result of all fee fish from the reduction
fishery and/or all fee fish from each of
the six fee-share fisheries; and

(ii) For all collected fee deposits to,
and disbursements of deposit fee
principle from, the deposit account
include:

(A) The date of each deposit,

(B) The total amount deposited,

(C) The total amount deposited in the
reduction fishery subaccount and/or in
each of the six fee-share fishery
subaccounts,

(D) The date of each disbursement to
the Fund’s lockbox,

(E) The total amount disbursed,

(F) The total amount disbursed from
the reduction fishery subaccount and/or
from each of the six fee-share fishery
subaccounts, and

(G) The dates and amounts of
disbursements to the fish buyer, or other
parties, of interest earned on deposits;
and

(5) Annual report. No fish buyer
needs to submit an annual report about
fee fish collection activities unless,
during the course of an audit under
§600.1014(g), NMFS requires a fish
buyer to submit such a report or reports.

(1) Other provisions. The reduction
loan is, in all other respects, subject to
the provisions of § 600.1012 through
applicable portions of § 600.1017,
except § 600.1014(e).

[FR Doc. 05-7063 Filed 4-7-05; 8:45 am|
BILLING CODE 3510-22-S
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DEPARTMENT OF AGRICULTURE
Forest Service

Newspapers To Be Used for
Publication of Legal Notice of
Appealable Decisions and Publication
of Notice of Proposed Actions for
Southern Region; Alabama, Kentucky,
Georgia, Tennessee, Florida,
Louisiana, Mississippi, Virginia, West
Virginia, Arkansas, Oklahoma, North
Carolina, South Carolina, Texas,
Puerto Rico

AGENCY: Forest Service, USDA.
ACTION: Notice.

SUMMARY: Deciding Officers in the
Southern Region will publish notice of
decisions subject to administrative
appeal under 36 CFR parts 215 and 217
in the legal notice section of the
newspapers listed in the SUPPLEMENTARY
INFORMATION section of this notice. As
provided in 36 CFR part 215.5 and 36
CFR part 217.5(d), the public shall be
advised through Federal Register
notice, of the newspaper of record to be
utilized for publishing legal notice of
decisions. Newspaper publication of
notice of decisions is in addition to
direct notice of decisions to those who
have requested it and to those who have
participated in project planning.
Responsible Officials in the Southern
Region will also publish notice of
proposed actions under 36 CFR part 215
in the newspapers that are listed in the
SUPPLEMENTARY INFORMATION section of
this notice. As provided in 36 CFR part
215.5, the public shall be advised,
through Federal Register notice, of the
newspaper of record to be utilized for
publishing notices on proposed actions.
Additionally, the Deciding Officers in
the Southern Region will publish notice
of the opportunity to object to a
proposed authorized hazardous fuel
reduction project under 36 CFR part
218.4 in the legal notice section of the

newspapers listed in the SUPPLEMENTARY
INFORMATION section of this notice.

DATES: Use of these newspapers for
purposes of publishing legal notice of
decisions subject to appeal under 36
CFR parts 215 and 217, notices of
proposed actions under 36 CFR part
215, and notices of the opportunity to
object under 36 CFR part 218 shall begin
on or after the date of this publication.

FOR FURTHER INFORMATION CONTACT:
Cheryl Herbster, Regional Appeals and
Litigation Coordinator, Southern
Region, Planning, 1720 Peachtree Road,
NW., Atlanta, Georgia 30309, Phone:
404-347-5235.

SUPPLEMENTARY INFORMATION: Deciding
Officers in the Southern Region will
give legal notice of decisions subject to
appeal under 36 CFR part 217, the
Responsible Officials in the Southern
Region will give notice of decisions
subject to appeal under 36 CFR part 215
and opportunity to object to a proposed
authorized hazardous fuel reduction
project under 36 CFR part 218 in the
following newspapers which are listed
by Forest Service administrative unit.
Responsible Officials in the Southern
Region will also give notice of proposed
actions under 36 CFR part 215 in the
following newspapers of record which
are listed by Forest Service
administrative unit. The timeframe for
comment on a proposed action shall be
based on the date of publication of the
notice of the proposed action in the
newspaper of record. The timeframe for
appeal shall be based on the date of
publication of the legal notice of the
decision in the newspaper of record for
36 CFR parts 215 and 217. The
timeframe for an objection shall be
based on the date of publication of the
legal notice of the opportunity to object
for projects subject to 36 CFR part 218.

Where more than one newspaper is
listed for any unit, the first newspaper
listed is the newspaper of record that
will be utilized for publishing the legal
notice of decisions and calculating
timeframes. Secondary newspapers
listed for a particular unit are those
newspapers the Deciding Officer/
Responsible Official expects to use for
purposes of providing additional notice.

The following newspapers will be
used to provide notice.

Southern Region

Regional Forester Decisions:

Affecting National Forest System
lands in more than one Administrative
unit of the 15 in the Southern Region,
Atlanta Journal-Constitution, published
daily in Atlanta, GA.

Affecting National Forest System
lands in only one Administrative unit or
only one Ranger District will appear in
the newspaper of record elected by the
National Forest, National Grassland,
National Recreation Area, or Ranger
District as listed below.

National Forests in Alabama, Alabama

Forest Supervisor Decisions:

Montgomery Advertiser, published
daily in Montgomery, AL

District Ranger Decisions:

Bankhead Ranger District: Northwest
Alabamian, published bi-weekly
(Wednesday & Saturday) in
Haleyville, AL

Conecuh Ranger District: The
Andalusia Star News, published
daily (Tuesday through Saturday) in
Andalusia, AL

Oakmulgee Ranger District: The
Tuscaloosa News, published daily
in Tuscaloosa, AL

Shoal Creek Ranger District: The
Anniston Star, published daily in
Anniston, AL

Talladega Ranger District, The Daily
Home, published daily in
Talladega, AL

Tuskegee Ranger District: Tuskegee
News, published weekly (Thursday)
in Tuskegee, AL

Caribbean National Forest, Puerto Rico

Forest Supervisor Decisions:
El Nuevo Dia, published daily in
Spanish in San Juan, PR
San Juan Star, published daily in
English in San Juan, PR

Chattahoochee-Oconee National Forest,
Georgia
Forest Supervisor Decisions:

The Times, published daily in

Gainesville, GA
District Ranger Decisions:

Armuchee Ranger District: Walker
County Messenger, published bi-
weekly (Wednesday & Friday) in
LaFayette, GA

Brasstown Ranger District: North
Georgia News, (newspaper of
record) published weekly
(Wednesday) in Blairsville, GA
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Towns County Herald, (secondary)
published weekly (Thursday) in
Hiawassee, GA

The Dahlonega Nuggett, (secondary)
published weekly (Wednesday) in
Dahlonega, GA

Chattooga Ranger District: Northeast
Georgian, (newspaper of record)
published bi-weekly (Tuesday &
Friday) in Cornelia, GA

Chieftain & Toccoa Record,
(secondary) published bi-weekly
(Tuesday & Friday) in Toccoa, GA

White County News Telegraph,
(secondary) published weekly
(Thursday) in Cleveland, GA

The Dahlonega Nuggett, (secondary)
published weekly (Thursday) in
Dahlonega, Ga

Cohutta Ranger District: Chatsworth
Times, published weekly
(Wednesday) in Chatsworth, GA

Oconee Ranger District: Eatonton
Messenger, published weekly
(Thursday) in Eatonton, GA

Tallulah Ranger District: Clayton
Tribune, published weekly
(Thursday) in Clayton, GA

Toccoa Ranger District: The News
Observer, (newspaper of record)
published bi-weekly (Tuesday &
Friday) in Blue Ridge, GA

The Dahlonega Nuggett, (secondary)
published weekly (Wednesday) in
Dahlonega, GA

Cherokee National Forest, Tennessee

Forest Supervisor Decisions:
Knoxville News Sentinel, published
daily in Knoxville, TN
District Ranger Decisions:
Nolichucky-Unaka Ranger District:
Greeneville Sun, published daily

(except Sunday) in Greeneville, TN
Ocoee-Hiwassee Ranger District: Polk

County News, published weekly
(Wednesday) in Benton, TN
Tellico Ranger District: Monroe
County Advocate, published tri-
weekly (Wednesday, Friday, and
Sunday) in Sweetwater, TN

Watauga Ranger District: Johnson City

Press, published daily in Johnson
City, TN

Daniel Boone National Forest,
Kentucky

Forest Supervisor Decisions:
Lexington Herald-Leader, published
daily in Lexington, KY
District Ranger Decisions:

London Ranger District: The Sentinel-

Echo, published tri-weekly

(Monday, Wednesday, and Friday)

in London, KY

Morehead Ranger District: Morehead

News, published bi-weekly

(Tuesday and Friday) in Morehead,

KY

Redbird Ranger District: Manchester
Enterprise, published weekly
(Thursday) in Manchester, KY

Somerset Ranger District:
Commonwealth-Journal, published
daily (Sunday through Friday) in
Somerset, KY

Stanton Ranger District: The Clay City
Times, published weekly
(Thursday) in Stanton, KY

Stearns Ranger District: McCreary
County Record, published weekly
(Tuesday) in Whitley City, KY

National Forests in Florida, Florida

Forest Supervisor Decisions:

The Tallahassee Democrat, published

daily in Tallahassee, FL
District Ranger Decisions:

Apalachicola Ranger District:
Calhoun-Liberty Journal, published
weekly (Wednesday) in Bristol, FL

Lake George Ranger District: The
Ocala Star Banner, published daily
in Ocala, FL

Osceola Ranger District: The Lake City
Reporter, published daily (Monday-
Saturday) in Lake City, FL

Seminole Ranger District: The Daily
Commercial, published daily in
Leesburg, FL

Wakulla Ranger District: The
Tallahassee Democrat, published
daily in Tallahassee, FL

Francis Marion & Sumter National
Forests, South Carolina

Forest Supervisor Decisions:

The State, published daily in

Columbia, SC
District Ranger Decisions:

Andrew Pickens Ranger District: The
Daily Journal, published daily
(Tuesday through Saturday) in
Seneca, SC

Enoree Ranger District: Newberry
Observer, published tri-weekly
(Monday, Wednesday, and Friday)
in Newberry, SC

Long Cane Ranger District: The State,
published daily in Columbia, SC

Wambaw Ranger District: Post and
Courier, published daily in
Charleston, SC

Witherbee Ranger District: Post and
Courier, published daily in
Charleston, SC

George Washington and Jefferson
National Forests, Virginia and West
Virginia

Forest Supervisor Decisions:

Roanoke Times, published daily in
Roanoke, VA

District Ranger Decisions:

Clinch Ranger District: Coalfield
Progress, published bi-weekly
(Tuesday and Thursday) in Norton,
VA

Deerfield Ranger District: Daily News
Leader, published daily in
Staunton, VA

Dry River Ranger District: Daily News
Record, published daily (except
Sunday) in Harrisonburg, VA

Glenwood-Pedlar Ranger District:
Roanoke Times, published daily in
Roanoke, VA

James River Ranger District: Virginian
Review, published daily (except
Sunday) in Covington, VA

Lee Ranger District: Shenandoah
Valley Herald, published weekly
(Wednesday) in Woodstock, VA

Mount Rogers National Recreation
Area: Bristol Herald Courier,
published daily in Bristol, VA

New Castle Ranger District: Roanoke
Times, published daily in Roanoke,
VA

New River Ranger District: Roanoke
Times, published daily in Roanoke,
VA

Warm Springs Ranger District: The
Recorder, published weekly
(Thursday) in Monterey, VA

Kisatchie National Forest, Louisiana

Forest Supervisor Decisions:

The Town Talk, published daily in

Alexandria, LA
District Ranger Decisions:

Calcasieu Ranger District: The Town
Talk, (newspaper of record)
published daily in Alexandria, LA

The Leesville Ledger, (secondary)
published tri-weekly (Tuesday,
Friday, and Sunday) in Leesville,
LA

Caney Ranger District: Minden Press
Herald, (newspaper of record)
published daily in Minden, LA

Homer Guardian Journal, (secondary)
published weekly (Wednesday) in
Homer, La

Catahoula Ranger District: The Town
Talk, published daily in
Alexandria, LA

Kisatchie Ranger District:
Natchitoches Times, published
daily (Tuesday thru Friday and on
Sunday) in Natchitoches, LA

Winn Ranger District: Winn Parish
Enterprise, published weekly
(Wednesday) in Winnfield, LA

Land Between The Lakes National
Recreation Area, Kentucky and
Tennessee

Area Supervisor Decisions:
The Paducah Sun, published daily in
Paducah, KY

National Forests in Mississippi,
Mississippi
Forest Supervisor Decisions:

Clarion-Ledger, published daily in
Jackson, MS
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District Ranger Decisions:

Bienville Ranger District: Clarion-
Ledger, published daily in Jackson,
MS

Chickasawhay Ranger District:
Clarion-Ledger, published daily in
Jackson, MS

Delta Ranger District: Clarion-Ledger,
published daily in Jackson, MS

De Soto Ranger District: Clarion-
Ledger, published daily in Jackson,
MS

Holly Springs Ranger District:
Clarion-Ledger, published daily in
Jackson, MS

Homochitto Ranger District: Clarion-
Ledger, published daily in Jackson,
MS

Tombigbee Ranger District: Clarion-
Ledger, published daily in Jackson,
MS

National Forests in North Carolina,
North Carolina

Forest Supervisor Decisions:

The Ashville Citizen-Times, published

daily in Ashville, NC
District Ranger Decisions:

Appalachian Ranger District: The
Asheville Citizen-Times, published
daily in Asheville, NC

Cheoah Ranger District: Graham Star.
published weekly (Thursday) in
Robbinsville, NC

Croatan Ranger District: The Sun
Journal, published daily (except
Saturday) in New Bern, NC

Grandfather Ranger District:
McDowell News, published daily in
Marion, NC

Highlands Ranger District: The
Highlander, published weekly (mid
May-mid Nov Tuesday & Fri; mid
Nov-mid May Tues only) in
Highlands, NC

Pisgah Ranger District: The Asheville
Citizen-Times, published daily in
Asheville, Nc

Tusquitee Ranger District: Cherokee
Scout, published weekly
(Wednesday) in Murphy, NC

Uwharrie Ranger District:
Montgomery Herald, published
weekly (Wednesday) in Troy, NC

Wayah Ranger District: The Franklin
Press, published bi-weekly
(Tuesday and Friday) in Franklin,
NC

Ouachita National Forest, Arkansas
and Oklahoma

Forest Supervisor Decisions:
Arkansas Democrat-Gazette,
published daily in Little Rock, AR
District Ranger Decisions:
Caddo-Womble Ranger District:
Arkansas Democrat-Gazette,
published daily in Little Rock, AR
Jessieville-Winona-Fourche Ranger

District: Arkansas Democrat-
Gazette, published daily in Little
Rock, AR

Mena-Oden Ranger District: Arkansas
Democrat-Gazette, published daily
in Little Rock, AR

Oklahoma Ranger District (Choctaw;
Kiamichi; and Tiak) Tulsa World,
published daily in Tulsa, OK

Poteau-Cold Springs Ranger District:
Arkansas Democrat-Gazette,
published daily in Little Rock, AR

Ozark-St. Francis National Forests,
Arkansas

Forest Supervisor Decisions:

The Courier, published daily
(Tuesday through Sunday) in
Russellville, AR

District Ranger Decisions

Bayou Ranger District: The Courier,
published daily (Tuesday through
Sunday) in Russellville, AR

Boston Mountain Ranger District:
Southwest Times Record, published
daily in Fort Smith, AR

Buffalo Ranger District: Newton
County Times, published weekly in
Jasper, AR

Magazine Ranger District: Southwest
Times Record, published daily in
Fort Smith, AR

Pleasant Hill Ranger District: Johnson
County Graphic, published weekly
(Wednesday) in Clarksville, AR

St. Francis National Forest: The Daily
World, published daily (Sunday
through Friday) in Helena, AR

Sylamore Ranger District: Stone
County Leader, published weekly
(Wednesday) in Mountain View, AR

National Forests and Grasslands in
Texas, Texas

Forest Supervisor Decisions:

The Lufkin Daily News, published

daily in Lufkin, TX
District Ranger Decisions:

Angelina National Forest: The Lufkin
Daily News, published daily in
Lufkin, TX

Caddo & LBJ National Grasslands:
Denton Record-Chronicle,
published daily in Denton, TX

Davy Crockett National Forest: The
Lufkin Daily News, published daily
in Lufkin, TX

Sabine National Forest: The Lufkin
Daily News, published daily in
Lufkin, TX

Sam Houston National Forest: The
Courier, published daily in Conroe,
TX

Dated: April 4, 2005.
Thomas A. Peterson,

Acting Deputy Regional Forester, Natural
Resources.

[FR Doc. 05-7070 Filed 4-7-05; 8:45 am]
BILLING CODE 3410-11-M

DEPARTMENT OF AGRICULTURE
Forest Service

Caney Recreation Facilities
Development

AGENCY: Forest Service, USDA.

ACTION: Revised notice of intent to
prepare an environmental impact
statement.

SUMMARY: Authority: The Forest Service
is requesting this Revised Notice Of
Intent be published pursuant to the
Council on Environmental Quality
implementing regulations of the
National Environmental Policy Act at 40
CFR 1501.7.

Need for Revision: On September 29,
2003, the Daniel Boone National Forest
published a notice of intent to prepare
an environmental impact statement in
the Federal Register (Vol. 68, No. 188,
pages 55934-55935). The Project was
entitled “Development of Boat Ramp
and Associated Structures at Caney
Creek.” The project included a proposal
for development of a boat ramp, comfort
station, access road, and associated
infrastructure in the Caney Creek
drainage on Cave Run Lake. Due to
public input for the proposal, the Forest
Service decided to revise the proposal
and prepare an environmental impact
statement that includes all reasonably
foreseeable future developments at the
Caney Site. The Caney Recreation
Facilities Development proposal
represents an expansion of the earlier
proposal.

Proposed Action: The Forest Service
is proposing to allow construction of a
boat ramp, lodge, cabins and marina
within the area identified in the original
recreational development plans for Cave
Run Lake. Also included in the proposal
will be an amendment to the Forest
Plan.

Decision to be Made: The Forest
Supervisor will be the official
responsible for making a decision on
whether to allow development of
recreational facilities and infrastructure
in the Caney Site Project Area. If the
Forest Supervisor determines that
development is warranted, he will
decide which facilities will be
developed, where they will be located
and where infrastructure will be
located. He will decide which
mitigation measures and monitoring
requirements to include with the
project. Finally, the Forest Supervisor
will determine whether the Forest Land
and Resource Management Plan will
need to be amended.

The Army Corps of Engineers (ACOE)
will have a related decision concerning
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this project. The Responsible Official for
the ACOE will decide whether or not to
approve use of ACOE land for access to
the proposed area.

Scoping Process: Project descriptions
were mailed to more than 90
individuals and groups on April 2,
2005.

Date Comments Are Due: Comments
concerning the scope of this analysis
should be received by May 31, 2005.

Lead Agency: USDA Forest Service,
Daniel Boone National Forest.

Cooperating Agency: Army Corps of
Engineers, Louisville District.

Responsible Officials: The Forest
Supervisor for the Daniel Boone
National Forest, located at 1700 Bypass
Road, Winchester, KY 40391, is the
responsible official for this proposed
action for the Forest Service. The
Commander and District Engineer for
the Louisville District at PO Box 59,
Louisville Kentucky 40201 is the
responsible official for this proposed
action for the Army Corps of Engineers.
SUPPLEMENTARY INFORMATION:

Send Comments to: Written
comments can be mailed to: Morehead
District Ranger, Daniel Boone National
Forest, Attn: Caney Recreation Facilities
Development, 2375 KY 801 South,
Morehead, Kentucky 40351. Written
comments can be sent by facsimile to:
(606) 784—6435. Electronic comments
should include the title line “Caney
Recreation Facilities Development” and
be in a common digital format and sent
to: comments-southern-daniel-boone-
morehead@fs.fed.us.

Oral or hand-delivered comments
must be provided at the District
Ranger’s office during normal business
hours. Normal business hours for the
Marched District Office in Morehead
Kentucky are from 8 a.m. to 4:30 p.m.
(M—=F). For submitting oral comments by
telephone, call (606) 784—6428 and
identify the purpose of your call. The
receptionist will connect you with
someone who will document your
comments.

FOR FURTHER INFORMATION CONTACT: Julia
Waller-Eling at the Daniel Boone
National Forest, Morehead Ranger
District, 2375 KY 801 S., Morehead KY
40351; by phone at (859) 784—-6428; or
by e-mail at jeling@fs.fed.us.

Need for the Proposal: The need for
this facility was identified in 1968 in
the Cave Run Composite Recreation
Plan and was reaffirmed in 1985 and
2004 in the Land and Resource
Management Plans for the Daniel Boone
National Forest. This development
would provide a type of visitor
accommodation currently unavailable at
Cave Run Lake, provide additional

marina space (existing marinas on the
Lake are at current capacity), help to
ease crowding at other boat ramps in the
northern portion of the lake and provide
better launching conditions for
sailboats. Over the last several years,
local governments and various publics
have expressed renewed interest in
developing facilities at Cave Run Lake.
In 2003 and 2004, federal earmark
money was given to the Daniel Boone
NF specifically for analyzing the
development of facilities at the Caney
Site and complete planning for such
facilities.

Purpose of the Proposal: The purpose
of this project is to meet the above needs
of the public and the land at the Caney
Site. The 2004 Forest Plan contains
direction for recreation projects based
on research of recreation use tends and
current and future demand. Goal 7 of
the Plan is to ‘“Provide a sustainable mix
of desired uses, valued characteristics,
and service to improve the long-term
benefit to local communities and the
public.” Objective 7.0.A is to “Provide
an opportunity for development of a
lodge at Cave Run Lake.”

Additionally, USFS 2000 Strategic
Plan directs the agency to work with
communities and manage recreation
areas and programs on NFS lands to
levels compatible with ecosystem
substainability objectives by:
—Working with communities to help

determine recreation opportunities

and priorities.
—Redirecting opportunities and use.
—Improving management of facilities
and special places.

Preliminary Issues: The following are
preliminary issues related to this
proposal:

The development of facilities, access
roads, and infrastructure has the
potential to alter the hydrology of
several stream head wetland seeps in
the area, potentially causing damaging
impacts to the plant communities
present.

The construction of a marina or boat
ramp in a previously development cove
of the lake has the potential to change
the use patterns of the area potentially
increasing user conflict and displacing
existing types of use and users from the
area.

Permits or Licenses Required: The
Forest Service will need a realty permit
from the Army Corps of Engineers to
allow use of ACOE land for
infrastructure related to this proposal.

Estimated Dates for DEIS and FEIS:
The DEIS is expected to be filed with
the Environmental Protection Agency
and to be available for public review
and comment by March 2006. At that

time, the Environmental Protection
Agency (EPA) will publish a Notice of
Availability (NOA) of the DEIS in the
Federal Register. The comment period
on the DEIS will be a minimum of 45
days from the date the EPA publishes
the NOA in the Federal Register.

The Forest Service believes, at this
early stage, it is important to give
reviewers notice of several court rulings
related to public participation in the
environmental review process. First,
reviewers of draft environmental impact
statements must structure their
participation in the environmental
review of the proposal so that it is
meaningful and alerts an agency to the
reviewer’s position and contentions
(Vermont Yankee Nuclear Power Corp.
v. NRDC, 435 U.S. 519, 553 (1978)).
Also environmental objections that
could be raised at the draft
environmental impact statement stage,
but that are not raised until after
completion of the final environmental
impact statement may be waived or
dismissed by the courts (City of Angoon
v. Hodel, 803 F.2d 1016, 1022 (9th Cir.
1986) and Wisconsin Heritages, Inc. v.
Harris, 490 F. Supp. 1334, 1338 (E.D.
Wis. 1980)). Because of these court
rulings, it is very important that those
interested in this proposed action
participate by the close of the 45-day
comment period so that substantive
comments and objections are made
available to the Forest Service at a time
when it can be meaningfully consider
them and respond to them in the final
environmental impact statement.

To assist the Forest Service in
identifying and considering issues and
concerns on the proposed action,
comments on the draft environmental
impact statement should be as specific
as possible. It is also helpful if
comments refer to specific pages or
chapters of the draft statement.
Comments may also address the
adequacy of the draft environmental
impact statement or the merits of the
alternatives formulated and discussed in
the statement. Reviewers may wish to
refer to the Council on Environmental
Quality Regulations for implementing
the procedural provisions of the
National Environmental Policy Act at 40
CFR 1503.3 in addressing these points.

After the comment period ends on the
DEIS, the comments will be analyzed,
considered, and responded to by the
Forest Service in preparing the FEIS.
The FEIS is scheduled for completion in
September 2006. The responsible
official will consider the comments,
responses, environmental consequences
discussed in the FEIS, and applicable
laws, regulations, and policies in
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making a decision regarding this
proposed action.

The responsible official will
document the decision and reasons for
the decision in a Record of Decision.
That decision may be subject to appeal
in accordance with 36 CFR Part 215.

Dated: March 28, 2005.
Benjamin T. Worthington,

Forest Supervisor, Daniel Boone National
Forest.

[FR Doc. 05-7036 Filed 4—7—-05; 8:45 am|
BILLING CODE 3410-11-M

DEPARTMENT OF AGRICULTURE
Forest Service

Brush Creek Project, Elk and Forest
Counties, Pennsylvania

AGENCY: Forest Service, USDA.

ACTION: Revised notice of intent to
prepare an environmental impact
statement.

SUMMARY: Reference is made to our
notice of intent to prepare an
environmental impact statement for the
Brush Creek Project (FR Document 99—
5430 filed 3/4/99) published in the
Federal Register, Volume 64, No. 43,
Friday, March 5, 1999, pages 10618-19
and (FR Document 03—-5253 filed 3/6/
03) published in the Federal Register,
Volume 68, No. 45, Friday, March 7,
2003, pages 11033-35.

In accordance with Forest Service
Environmental Policy and Procedures
handbook 1909.15, part 21.2—Revision
of Notices of Intent, we are revising the
date that the Draft Environmental
Impact Statement is expected to be filed
with the Environmental Protection
Agency and be available for public
review and comment to November 30,
2005. Subsequently, the date the final
EIS is scheduled to be completed is
revised to be May 1, 2006.

FOR FURTHER INFORMATION CONTACT:
Kevin Treese, Marienville Ranger
District, HC 2, Box 130, Marienville, PA
16239 or by telephone at 814 927-6628.

Dated: March 18, 2005.
Kevin B. Elliott,
Forest Supervisor.
[FR Doc. 05-6993 Filed 4-7-05; 8:45 am|]
BILLING CODE 3410-11-P

ACTION: Notice of Meetings.

SUMMARY: The Hoosier National Forest
will be holding three public meetings to
provide information and clarification on
the Draft Environmental Impact
Statement and Proposed Land and
Resource Management Plan.

DATES: Meetings will be held:

1. May 10, 2005, 5:30 p.m. to 8:30
p-m., at the Morgan County Fairgrounds
in Martinsville, Indiana.

2. May 11, 2005, 5:30 p.m. to 8:30
p-m., Community Center at the Orange
County Fairgrounds, in Paoli, Indiana.

3. May 12, 2005, 5:30 p.m. to 8:30
p-m., Fulton Hill Community Center,
Troy, Indiana.

ADDRESSES: Morgan County
Fairgrounds, P.O. Box 1534,
Martinsville, Indiana, Orange County
Fairgrounds, 1075 N. Sandy Hook Road,
Paoli, Indiana, Fulton Hill Community
Center, 855 Walnut Street, Troy,
Indiana.

FOR FURTHER INFORMATION CONTACT: Judi
Perez, Forest Planner, Hoosier National
Forest, 811 Constitution Avenue,
Bedford, Indiana 47421, (812) 275-5987.
SUPPLEMENTARY INFORMATION: The
meetings are intended to provide
information and answer questions in
order to help you develop written
comments regarding the DEIS.
Attendees are encouraged to review the
DEIS prior to the meetings in order to
make the greatest use of the time
available. The meetings are not intended
to be formal hearings or forums for
public comment. All meeting locations
are accessible to persons with
disabilities. If accommodations are
needed, please contact the Hoosier
National Forest at (812) 275-5987 before
May 6, 2005. Please contact the Hoosier
National Forest at the number above for
directions or maps to meeting locations.
Dated: March 29, 2005.
Kenneth G. Day,
Forest Supervisor.
[FR Doc. 05-7032 Filed 4-7-05; 8:45 am]
BILLING CODE 3410-11-M

DEPARTMENT OF AGRICULTURE
Forest Service

Hoosier National Forest, Forest Plan
Revision Meetings

AGENCY: Forest Service, USDA.

DEPARTMENT OF AGRICULTURE
Forest Service

Snohomish County Resource Advisory
Committee (RAC)

AGENCY: Forest Service, USDA.
ACTION: Notice of meetings.

SUMMARY: The Snohomish County
Resource Advisory Committee (RAC)
has scheduled two upcoming meetings
at the Snohomish County

Administration Building, 3000
Rockefeller Ave., Everett, Wa. 98201.
The first meeting will be Tuesday, April
26, 2005 in the Willis Tucker
Conference Room, 3rd floor, beginning
at 9 a.m. and ending about 4 p.m. The
second meeting, if needed, will be
Tuesday, May 3, 2005 in the Willis
Tucker Conference Room, 3rd floor,
beginning at 10 a.m. and ending about
4 p.m.

The agenda items to be covered are
Background on the Secure Rural
Schools and Community Self-
Determination Act of 2000, the
orientation of new members and the
review and recommendation of Title II
projects for FY 2006.

All Snohomish County Resource
Advisory Committee meetings are open
to the public. Interested citizens are
encouraged to attend.

The Snohomish County Resource

Advisory Committee advises Snohomish
County on projects, reviews projects
proposals, and makes recommendations
to the Forest Supervisor for projects to
be funded by Title II dollars. The
Snohomish County Resource Advisory
Committee was established to carryout
the requirements of the Secure Rural
Schools and Community Self-
Determination Act of 2000.
FOR FURTHER INFORMATION CONTACT:
Direct questions regarding this meeting
to Barbara Busse, Designated Federal
Official, USDA Forest Service, Mt.
Baker-Snoqualmie National Forest,
74920 NE. Stevens Pass Hwy, P.O. Box
305, Skykomish, WA 98288 (phone:
425-744-3351).

Dated: April 4, 2005.

Barbara Busse,

Designated Federal Official.

[FR Doc. 05-6998 Filed 4-7-05; 8:45 am|
BILLING CODE 3410-11-M

DEPARTMENT OF AGRICULTURE

Grain Inspection, Packers and
Stockyards Administration

Deposting of Stockyards

AGENCY: Grain Inspection, Packers and
Stockyards Administration, USDA.

ACTION: Notice.

SUMMARY: We are deposting 21
stockyards. These facilities can no
longer be used as stockyards and,
therefore, are no longer required to be
posted.

EFFECTIVE DATE: April 8, 2005.
SUPPLEMENTARY INFORMATION: The Grain

Inspection, Packers and Stockyards
Administration (GIPSA) administers
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and enforces the Packers and Stockyards
Act of 1921, as amended and
supplemented (7 U.S.C. 181-229) (P&S
Act). The P&S Act prohibits unfair,
deceptive, and fraudulent practices by
livestock market agencies, dealers,
stockyard owners, meat packers, swine
contractors, and live poultry dealers in
the livestock, poultry, and meatpacking
industries.

Section 302 of the P&S Act (7 U.S.C.
202) defines the term ‘““stockyard” as
follows:

* * *any place, establishment, or facility
commonly known as stockyards, conducted,
operated, or managed for profit or nonprofit
as a public market for livestock producers,

feeders, market agencies, and buyers,
consisting of pens, or other inclosures, and
their appurtenances, in which live cattle,
sheep, swine, horses, mules, or goats are
received, held, or kept for sale or shipment
in commerce.

Section 302 (b) of the P&S Act
requires the Secretary to determine
which stockyards meet this definition,
and to notify the owner of the stockyard
and the public of that determination by
posting a notice in each designated
stockyard. After giving notice to the
stockyard owner and to the public, the
stockyard is subject to the provisions of
Title III of the P&S Act (7 U.S.C. 201—

203 and 205-217a) until the Secretary
deposts the stockyard by public notice.

We depost a stockyard when the
facility can no longer be used as a
stockyard. Some of the reasons a facility
can no longer be used as a stockyard
include: the facility has been moved and
the posted facility is abandoned, the
facility has been torn down or otherwise
destroyed, such as by fire, the facility is
dilapidated beyond repair, or the facility
has been converted and its function
changed.

This document notifies the public that
the following 21 stockyards no longer
meet the definition of stockyard and
that we are deposting the facilities.

Facility No.

Stockyard name and location

Date posted

Atwater Livestock Auction, Atwater, California
Kankakee Livestock Company, Bourbonnais, lllinois
St. Louis National Stock Yards, National Stockyards, lllinois ....
Pittsfield Community Sale, Pittsfield, lllinois
Vienna Livestock, Vienna, lllinois
Twin Lakes Livestock Auction, Incorporated, Albany, Kentucky
Jolley’s Feeder Pig Auction, Albany, Kentucky
Tompkinsville Livestock Auction, Inc., Tompkinsville, Kentucky ...
Walton Stockyards, Inc., Walton, Kentucky
Owosso Livestock Sales Company, Owosso, Michigan ..
Canby Livestock Auction, Canby, Minnesota
Fergus Falls Livestock Exchange, Inc., Fergus Falls, Minnesota

October 1, 1959.
November 17, 1959.
November 1, 1921.
November 17, 1959.
April 6, 1990.
December 9, 1959.
May 8, 1968.
December 10, 1959.
August 22, 1979.
April 22, 1959.
March 17,1960.
November 12, 1959.

Northern States Cattle and Hay Exchange, Inc., Sauk Centre, Min-
nesota.

Southwestern Minnesota Livestock Sales Pavilion, Worthington, Min-
nesota.

Kalispell Livestock Auction, Kalispell, Montana

Western Ohio Livestock Exchange, Celina, Ohio

September 15, 1959.
September 15, 1959.

December 13, 1965.
June 10, 1959.

Martin & Martin Cattle, Inc., Anderson, South Carolina ...
Equity Livestock Auction Market, Dodgeville, Wisconsin
Equity Livestock Auction Market, Ettrick, Wisconsin
Equity Livestock Auction Market, Ripon, Wisconsin
Equity Livestock Auction Market, Beetown, Wisconsin

October 17, 1983.
October 24, 1961.
April 14, 1971.
May 15, 1959.
February 4, 1976.

Effective Date

This notice is effective upon
publication in the Federal Register
because it relieves a restriction and,
therefore, may be made effective in less
than 30 days after publication in the
Federal Register without prior notice or
other public procedure.

Authority: 7 U.S.C. 202.

David Orr,

Acting Administrator, Grain Inspection,
Packers and Stockyards Administration.

[FR Doc. 05-7015 Filed 4—-7-05; 8:45 am|
BILLING CODE 3410-EN-P

DEPARTMENT OF AGRICULTURE
Rural Utilities Service

Weather Radio Transmitter Grant
Program

AGENCY: Rural Utilities Service, USDA.

ACTION: Notice.

SUMMARY: This notice provides an
updated listing of proposed NOAA
Weather Radio transmitter sites eligible
for funding under the Weather Radio
Transmitter Grant Program. The agency
is not soliciting applications for the
program at this time. This site listing
updates and consolidates the three
previous site listings published April 4,
2001, October 16, 2001, and December
24, 2002, in the Federal Register.

Further details on the program and
eligibility are available in the NOFA in
the April 4, 2001, Federal Register (66
FR 17857) or on the RUS Web site at
http://www.usda.gov/rus/telecom/
initiatives/weatherradio.htm.

Also available on the RUS Web site is
a list of the approved grant applications.

DATES: Effective Date: April 8, 2005.
FOR FURTHER INFORMATION CONTACT:

Jonathan P. Claffey, Acting Assistant
Administrator, Telecommunications

Program, Rural Utilities Service, STOP
1590, 1400 Independence Avenue, SW.,
Washington, DC 20250-1590, telephone
(202) 720-9554, Facsimile (202) 720—-
0810.

SUPPLEMENTARY INFORMATION: On April
4, 2001, the Rural Utilities Service
(RUS) published a Notice of Funds
Availability (NOFA) in the Federal
Register (66 FR 17857) announcing a
new grant program, and the availability
of grant funds under this program, to
finance the installation of new
transmitters to extend the coverage of
the National Oceanic and Atmospheric
Administration’s Weather Radio system
(NOAA Weather Radio) in rural
America. Included in the NOFA was a
listing of proposed NOAA Weather
Radio transmitter sites that would be
eligible for funding. The NOFA also
stated that RUS would continue to
update its list from time to time and
would publish updates in the Federal
Register.
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On October 16, 2001, RUS published
an updated site listing in the Federal
Register (66 FR 52571) and notified the
public that they could apply for a grant
under the program for a site included in
the April 4, 2001, or the October 16,
2001, site listings. On December 24,
2002, RUS published an additional
updated site listing in the Federal
Register (67 FR 78412) and notified the

public that they could apply for a grant
under the program for a site included in
any of the three site listings published
in the Federal Register.

Updated Site Listing

An area’s need for a new NOAA
Weather Radio transmitter is
determined by its inherent risk of
hazardous weather and the absence of

adequate coverage by an existing
transmitter. RUS, in consultation with
the National Weather Service, has
developed the attached listing of
proposed transmitter sites.

Dated: April 1, 2005.
Curtis M. Anderson,
Acting Administrator, Rural Utilities Service.
BILLING CODE 3410-15-P



Federal Register/Vol. 70, No. 67/Friday, April 8, 2005/ Notices

NWR SITE LISTING

State and Site Name County Name FIPS  |Latitude Longitude

ALABAMA
ROCKFORD COo0SA 01037  32-55-06N 86-16-04W

ALASKA
COLD BAY ALEUTIANS EAST 02013  55-11-05N 162-43-23W
NAKNEK BRISTOL BAY 02060  58-43-17N 157-01-00W
TURNAGAIN ARM KENAI PENINSULA 02122  60-59-30N 149-48-20W
OLD HARBOR KODIAK ISLAND 02150  57-12-02N 153-19-02W
TALKEETNA MATANUSKA-SUSITNA 02170  60-20-01N 150-05-08W
DENALI MATANUSKA-SUSITNA BOROUGH 02170  63-09-78N 147-23-01W
GAMBELL NOME 02180  63-46-43N 171-44-14W
KOYUK NOME 02180  64-55-52N 161-09-33W
SHAKTOOLIK NOME 02180  64-19-59N 161-09-22W
SHISHMAREF NOME 02180  66-14-51N 166-05-37W
ST. MICHAELS NOME 02180  63-28-38N 162-02-30W
WAINWRIGHT NOME 02180  70-38-11N 160-02-30W
WALES / TELLER NOME 02180  65-15-46N 166-21-48W
NUIQSUT NORTH SLOPE 02185  70-12-35N 151-00-28W
POINT HOPE NORTH SLOPE 02185  68-20-49N 166-38-49W
PRUDHOE NORTH SLOPE 02185  70-13-01N 148-20-53W
AMBLER NORTHWEST ARCTIC 02188  67-05-07N 157-51-15W
KIANA NORTHWEST ARCTIC 02188  66-58-28N 160-25-29W
SHUNGNAK NORTHWEST ARCTIC 02188  66-53-15N 157-08-21W
HYDER PRINCE OF WALES-OUTER KETCHIKAN 02201  55-55-13N 130-01-13W
ANGOON SKAGWAY -HOONAH-ANGOON 02232  57-29-34N 134-25-39W
CAPE SPENCER SKAGWAY-HOONAH-ANGOON 02232  58-12-34N 136-39-12W
GUSTAVUS SKAGWAY-HOONAH-ANGOON 02232  58-24-40N 135-45-29W
TOK SOUTHEAST FAIRBANKS 02240  63-18-47N 143-00-29W
_CAPE YAKATAGA VALDEZ~-CORDOVA 02261  60-04-23N 149-29-55W
GLEN ALLEN VALDEZ-CORDOVA 02261  62-06-33N 149-59-50W
EMMONAK WADE HAMPTON 02270  62-46-36N 164-31-30W
MARSHALL WADE HAMPTON 02270  61-52-37N 162-05-00W
SCAMMON BAY WADE HAMPTON 02270  61-50-31N 165-35-02W
ST MARY'S WADE HAMPTON 02270  62-05-40N 163-40-59W
KAKE WRANGELL - PETERSBURG 02280  56-28-24N 133-56-55W
MUD BAY WRANGELL-PETERSBURG 02280  57-09-06N 135-38-46W
PETERSBURG WRANGELL - PETERSBURG 02280  56-48-01N 132-57-03W
YAKUTAT HIGH SITE YAKUTAT 02282  59-32-48N 139-43-45W
ANDERSON YUKON-KOYUKUK 02290  64-20-37N 149-11-21W
ANVIK YUKON-KOYUKUK 02290 = 62-39-19N 160-12-33W
BIRCH CREEK YUKON-KOYUKUK 02290  66-15-56N 145-49-18W
FORT YUKON YUKON-KOYUKUK 02290  66-33-52N 145-16-34W
GALENA YUKON-KOYUKUK 02290  64-44-07N 156-55-40W
GRAYLING YUKON-KOYUKUK 02290  62-53-37N 160-04-01W
KOYUKUK " YUKON-KOYUKUK 02290  64-52-46N 157-42-12W
NENANA YUKON-KOYUKUK 02290  64-31-50N 149-05-44W

AMERICAN SAMOA

ARIZONA
APACHE (N OF CHINLE) APACHE 04001  35-23-01N 109-29-18W
DRAGOON PEAK COCH 04003  32-00-05N 109-59-18W
PAYSON GILA 04007  34-13-51N 111-19-23W
GREENLEE COUNTY GREENLEE 04011  33-11-06N 109-13-59W
PARKER LA PAZ 04012  33-43-08N 113-32-02W
BEAVER DAM [or MESQUITE,NV] MOHAVE 04015  36-53-55N 113-56-02W
COLORADO CITY MOHAVE 04015  36-59-24N 112-58-32W
MOHAVE MOHAVE 04015  34-29-02N 114-19-18W
KYKOTSMOVI NAVAJO 04017  36-11-54N 109-32-14W
PIMA PIMA 04019  32-06-14N 111-48-53W
YUMA COUNTY YUMA 04027  32-45-06N 114-00-18W

ARKANSAS .
MAGNOLIA COLUMBIA 05027  33-15-33N 93-14-00W
BRINKLEY / FOREST CITY MONROE / ST. FRANCIS 05095  34-53-16N 91-11-40W
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CALIFORNIA
YOSEMITE
REDWOOD SP
HORSE MOUNTAIN
BISHOP
DEATH VALLEY
INDEPENDENCE / NEW YORK BUTTE
SILVER PEAK
LAKEPORT
SUSANVILLE
MOUNT WILLSON (SPANISH)
MT WILLSON (MARINE)
LAYTONVILLE
MAMMOTH
BIG SUR
BRIDGEPORT
LAKE ELSINORE
PORTOLA MT
QUINCY
CALICO PEAK
CUESIA PEAK (MARINE)
CAMBRIA
MT UMUNHUM
MT. SHASTA
TRINITY
WEAVERVILLE
MOUNT PINOS
OJAI

COLORADO
PAGOSA SPRINGS
SALIDA
-CHEYENNE WELLS
EISENHOWER TUNNEL
EAGLE
CANON CITY
IDAHOE SPRINGS
HOT SULPHUR
GUNNISON
WALDEN
LEADVILLE
ESTES PARK
TRINIDAD
LIMON / BOYERO
CRAIG
CORTEZ
NUCLA
HARTSEL
HOLYOKE
ASPEN
MEEKER
RANGELY
STEAMBOAT SPRINGS

CONNECTICUT

FLORIDA
CALHOUN
PALMDALE

GEORGIA

HAWAII
KANEOHE
HANALEI
N.E. KAUAI
KAANAPALI
LAHAINA

CALAVERAS

DEL NORTE
HUMBOLDT

INYO

INYO

INYO

INYO

LAKE

LASSEN

LOS ANGELES
LOS ANGELES
MENDOCINO
MODOC
MONTEREY
NEVADA
ORANGE

PLUMAS

PLUMAS

SAN BERNADINO
SAN LOIS OBISPO
SAN LUIS OBISPO
SANTA CLARA
SISKIYOU
TRINITY
TRINITY
VENTURA
VENTURA

ARCHULETA
CHAFFEE
CHEYENNE

CLEAR CREEK
EAGLE -
FREMONT

GILPIN

GRAND

‘GUNNISON

JACKSON
LAKE
LARIMER
LAS ANIMAS
LINCOLN
MOFFAT
MONTEZUMA
MONTROSE
PARK
PHILLIPS
PITKIN
RIO BLANCO
RIO BLANCO
ROUTT

CALHOUN
GLADES

HONOLULU
KAUAI
KAUAI
MAUI
MAUI

06009
06015
06023
06027
06027
06027
06027
06033
06035
06037
06037
06045
06049
06053
06057
06059
06063
06063
06071
06079
06079
06085
06093
06105
06105
06111
06111

08007
08015
08017
08019
08037
08043
08047
08049
08051
08057
08065
08069
08071
08073
08081
08083
08085
08093
08095
08097
08103
08103
08107

12013
12043

15003
15007
15007
15009
15009

37-44-43N
41-45-58N
40-39-03N
37-22-30N
36-16-19N
36-48-09N
36-08-42N
39-06-06N
40-24-59N
34-09-09N
34-09-09N
40-40-04N
41-43-50N
36-16-13N
39-17-30N
33-38-05N
40-01-10N
40-00-54N
34-29-03N
34-09-09N
35-33-50N
37-16-01N
41-18-36N
40-35-00N
40-40-04N
34-48-46N
34-20-09N

37-16-10N
38-32-05N
38-49-00N
39-40-59N
39-39-19N
38-24-00N
39-52-14N
40-04-23N
38-32-45N
40-43-54N
39-15-03N
40-21-00N
37-20-01N
39-15-50N
40-30-55N
37-28-26N
38-29-14N
39-01-18N
40-38-00N
39-11-28N
40-02-15N
40-08-50N
40-31-07N

30-24-09N
26-57-09N

19-35-04N
22-12-19N
22-06-00N
20-47-06N
20-52-42N

119-35-50W
124-02-48W
123-51-04wW
118-23-00wW
116-31-12W
118-12-00W
117-42-12W
122-44-04W
120-39-07w
118-12-01w
118-12-01wW
123-02-07wW
121-21-14w
121-49-10wW
121-11-41wW
117-49-01w
120-44-30wW
119-06-43W
116-00-07wW
118-12-01wW
121-04-50wW
121-16-08W
122-18-58W
123-10-00W
123-02-07wW
119-08-43W
119-03-04w

107-00-33W
105-59-54wW
103-31-20wW
105-55-08wW
106-49-41w
105-13-00wW
105-29-00wW
106-06-08wW
106-55-29W
106-15-59W
106-17-31wW
105-29-54wW
103-58-07W
103-41-30W
107-32-45W
108-30-14w
107-54-17W
105-47-43W
102-24-00W
106-49-01w
107-54-45w
109-59-07w
106-53-03W

85-10-08W
81-05-07w

155-30-09w
159-30-10W
159-31-07wW
156-19-20wW
156-40-57W
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IDAHO
SUN VALLEY
SAND POINT
ISLAND PARK
SALMON
SODA SPRINGS
KELLOGG
DRIGGS
WASHINGTON CITY

ILLINOIS

INDIANA
MUNCIE
BROOKEVILLE
ROCHESTER
KOKOMA
SPENCER / COAL CITY

IOWA
FENTON
WESLEY

KANSAS
FT SCOTT
LAWRENCE
MOUND CITY

KENTUCKY

LOUISIANA
OAKDALE
BIENVILLE

--VILLE PLATTE
OAK GROVE

MAINE
OXFORD COUNTY
PATTEN
SOLON
JONESBORO

MARYLAND

MASSACHUSETTS
CHESTER
MIDDLESEX
NANTUCKET ISLAND

MICHIGAN
GRAND MARAIS
CHEBOYGAN
PETOSKEY
MARENISCO
PORT AUSTIN / BAD AXE
CRYSTAL FALLS
STEUBEN

MINNESOTA
BAUDETTE
TWIN VALLEY

MISSISSIPPI
‘HATLEY / ABERDEEN

MISSOURI
BATES
MOBERLY
POTOSI

BLAINE
BONNER
FREMONT
LEMHI
ONEIDA
SHOSHONE
TETON
WASHINGTON

DELAWARE
FRANKLIN
FULTON
HOWARD
OWEN

KOSSUTH
KOSSUTH

BOURBON
DOUGLAS
LINN

ALLEN
BIENVILLE
EVANGELINE
WEST CARROLL

OXFORD
PENOBSCOT
SOMERSET
WASHINGTON

HAMPSHIRE
MIDDLESEX
NANTUCKET

ALGER
CHEBOYGAN
EMMET
GOGEBIC
HURON

IRON
SCHOOLCRAFT

LAKE OF THE WOOD
NORMAN

MONROE

BATES
RANDOLPH
WASHINGTON

16013
16017
16043
16059
16071
16079
16081
16087

18035
18047
18049
18067
18119

19109
19109

20011
20045
20107

22003
22013
22039
22123

23017
23019
23025
23029

25015
25017
25019

26003
26031
26047
26053
26063
26071
26153

27077
27107

28095

29013
29175
29221

43-41-50N
48-16-36N
44-14-07N
45-10-33N
42-15-00N
47-32-18N
43-43-23N
43-53-32N

40-11-37N
39-24-17N
40-45-08N
40-28-42N
39-17-12N

43-11-55N
45-05-20N

37-51-00N
38-51-12N
38-13-01N

30-48-59N
32-21-40N
30-41-14N
36-46-00N

44-07-54N
45-59-57N
44-56-58N
44-39-39N

42-20-01N
41-58-00N
41-17-00N

46-40-15N
45-38-49N
45-22-24N
46-22-39N
42-02-46N
46-05-53N
46-19-00N

48-42-44N
47-15-36N

33-58-36N

38-15-01N
39-23-48N
38-02-18N

114-21-03wW
116-33-08W
111-28-50wW
113-53-42w
112-26-20W
116-07-06W
111-06-32wW
115-47-27wW

85-23-08W
85-03-14w
86-45-00W
086-09-42W
86-45-45W

94-29-34W
93-59-22wW

94-42-09W
095-05-06W
94-49-01wW

92-39-39wW
92-58-38W
092-16-40W
91-27-20W

70-29-37W
068-26-37W
69-51-32W
067-34-11W

073-00-08wW
71-01-00wW
70-05-00W

85-59-06W
84-28-28W
84-57-19W
89-42-27W
82-59-39W
88-20-02W
86-13-40W

94-36-00W
96-15-32wW

88-25-14W

94-21-00wW
092-27-00W
090-35-12w
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MONTANA )
BIG HORN LAKE BIG HORN 30003 45-15-42N 108-02-30W
BLAINE (FT. BELKNAP RES.) BLAINE 30005 48-26-09N 108-57-43W
EKALAKA CARTER 30011 46-16-38N 104-25-60W
CUT BANK GLACIER 30035 48-37-59N 112-19-31W
GLACIER NP / BROWNING GLACIER 30035 48-41-15N 113-48-15wW
PHILIPSBURG GRANITE 30039 46-22-58N 113-24-57W
LIBBY ’ LINCOLN 30053 48-27-20N 115-22-11W
CIRCLE MCCONE 30055 47-25-00N 105-35-30W
ST. REGIS MINERAL 30061 47-17-58N 115-06-06W
SEELEY LAKE . MISSOULA 30063 47-12-56N 113-36-45W
FORSYTH ROSEBUD 30087 46-15-58N 106~40-40W
THOMPSON FALLS SANDERS 30089 47-41-50N 115-06-20wW
HARLOWTON WHEATLAND 30107 46-26-08N 109-50-05W

NEBRASKA
WEST POINT CUMING 31039 41-55-40N 96-38-43W
MULLEN HOOKER : 31091 42-02-23N 101-02-32W

NEVADA
LAKE MEAD / LAKE MOHAVE CLARK 32003 35-11-59N 114-34-17W
MESQUITE [or BEAVER DAM.AZ] CLARK 32003 36-48-19N 114-04-01w
WENDOVER ELKO 32007 40-46-04N 114-06-56W
BATTLE MOUNTAIN LANDER 32015 40-38-32N 116-56-00wW
CALIENTE LINCOLN 32017 37-24-46N 114-48-40W
BEATTY / DEATH VALLEY NP NYE 32023 36-54-31N 116-45-30W
HAYDEN PARK PERSHING . 32027 40-23-60N 118-10-00W
LOVELOCK PERSHING 32027 40-27-16N 118-22-34W
PERSHING COUNTY PERSHING 32027 40-31-28N 117-57-10wW
PYRAMID LAKE WASHOE 32031 40-22-31N 119-45-01w
GREAT BASIN NP WHITE PINE 32033 38-56-06N 114-14-37W
MCGILL WHITE PINE 32033 39-24-32N 114-58-36W

NEW HAMPSHIRE

HOLDEN HILL Co0s 33007 44-56-47N 71-20-49W
NEW JERSEY
TRENTON MERCER 34021 40-13-08N 074-45-58wW
NEW MEXICO
GRANTS CIBOLA 35006 35-08-50N 107-51-03W
SILVER CITY GRANT 35017 32-46-12N 108-16-47wW
SANTA ROSA GUADALUPE 35019 34-56-36N 104-40-36W
GALLUP MCKINLEY 35031 35-31-41N 108-44-31W
ALAMOGORDO OTERO 35035 32-53-05N 105-57-27wW
TUCUMCARI QUAY 35037 35-10-18N 103-43-28W
RIO ARRIBA (JICARILLA APACHE) RIO ARRIBA 35039 36-30-33N 106-41-49W
TAOS / CHAMA RIO ARRIBA 35039 36-23-10N 105-34-38W
LAS VEGAS SAN MIGUEL 35047 35-35-49N 105-12-00W
TRUTH OR CONSEQUENCES SIERRA 35051 33-07-42N 107-15-08wW
SOCORRO SOCORRO 35053 34-03-30N 106-53-27W
NEW YORK
WELLSVILLE ALLEGANY 36003 42-15-18N 78-01-19W
CHARLOTTE CENTER CHAUTAUQUA 36013 42-15-02N 79-24-00W
FREWSBURG CHAUTAUQUA 36013 42-02-48N 079-05-26W
SOUTHERN ADIRONDACK HAMILTON 36041 44-00-01N 74-30-01W
HAMILTON / WARREN MADISON 36053 42-29-57N 75-51-10W
NIAGARA NIAGARA 36063 43-16-04N 79-02-16W
CANTON ST. LAWRENCE 36089 44-35-00N 75-10-00W
STUEBEN / YATES YATES 36123 42-37-00N 77-06-00W

NORTH CAROLINA

ANSON ANSON 37007 34-59-00N 80-06-00W
LENIOR CALDWELL 37027 35-56-00N 81-34-00W
YANCEYVILLE CASWELL 37033 36-24-14N 79-20-11W
CHATHAM CHATHAM 37037 35-42-53N 79-10-47W
POTTERS HILL DUPLIN 37061 34-51-00N 77-39-00W
KINSTON LENOIR 37107 35-15-45N 77-34-55W

WILLIAMSTON MARTIN 37117 35-51-16N 77-03-21W
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GREENVILLE
HOFFMAN / ELLERBE
MADISON

MACON

ANSON

NORTH DAKOTA
SCRANTON
WISHEK
UNDERWOOD
KENMARE

OHIO
FINDLAY

OKLAHOMA
BALKO
GRIGGS
CHICKASHA
BYNG / ADA
ANTLERS
WEWOKA
GUYMON

OREGON

BAKER CITY
BENNETT BUTTE
BURNS
LITTLE WALKER
LAKEVIEW
SWEET HOME
COLUMBIA GORGE
WALLOWA COUNTY

-- THE -DALLES
FOSSIL/SNOWBOARD

PENNSYLVANIA
CLARION
PUNXSUTAWNEY
MT CARMEL

PUERTO RICO
VIEQUES

SOUTH CAROLINA
ALLENDALE
JEFFERSON
WALHALLA
UNION

SOUTH DAKOTA
REVA
TRIPP

TENNESSEE
PARSONS / WAYNESBORO
SAVANNAH
POLK
CYPRESS INN

TEXAS
BIG BEND NP
CHILDRESS / PADUCAH
VAN HORN
DALHART
SPUR
BENAVIDES
BARKSDALE
THALIA
HASKELL

PITT
RICHMOND
ROCKINGHAM
WARREN
WAYNE

BOWMAN
MCINTOSH
MCLEAN -
WARD

HANCOCK

BEAVER
CIMARRON
GRADY
PONTOTOC
PUSMATAHA
SEMINOLE
TEXAS

BAKER

CURRY

HARNEY

KLAMATH

LAKE

LINN

SHERMAN

WALLOWA

WASCO

WHEELER / GILLIAM

CLARION
JEFFERSON
NORTHUMBERLAND

VIEQUES

ALLENDALE
LANCASTER
OCONEE

UNION

HARDING
HUTCHINSON

DECATUR / WAYNE
HARDIN

POLK

WAYNE

BREWSTER
CHILDRESS
CULBERTSON
DALLAM / HARTLEY
DICKENS

DUVAL

EDWARDS

FOARD

HASKELL

37147
37153
37157
37185
37191

38011
38051
38055
38101

39063

40007
40025
40051
40123
40127
40133
40139

41001
41015
41025
41035
41037
41043
41055
41063
41065
41069

42031
42065
42097

72147

45005
45057
45073
45087

46063
46067

47039
47071
47139
47181

48043
48075
48069
48111
48125
48131
48137
48155
48207

35-34-00N
35-01-56N
36-23-07N
36-26-19N
35-22-00N

46-10-57N
39-05-01N
47-46-46N
48-08-41N

41-05-58N

36-36-42N
36-36-09N
35-03-09N
34-51-40N
34-13-52N
35-09-31N
36-40-58N

44-46-30N
42-26-27N
43-35-11N
43-18-41N
42-11-20N
44-23-50N
45-42-35N
45-34-11N
45-35-41N
44-43-50N

41-12-53N
40-55-46N
40-53-40N

18-43-53N

32-57-02N
34-46-00N
34-45-53N
34-43-22N

45-29-42N
43-13-30N

35-13-16N
35-13-57N
35-28-33N
35-00-43N

29-11-10N
34-25-35N
31-03-50N
36-06-33N
33-28-35N
27-35-55N
29-43-30N
33-55-57N
33-09-27N

77-23-00W
79-32-52W
79-57-35W
78-05-03W
78-00-01wW

103-02-56W
83-04-19W

101-11-03wW
101-30-27W

83-00-01w

100-49-42w
102-07-11w
97-56-11wW
96-39-55W
95-37-12W
96-29-53wW
101-28-52wW

117-50-00wW
124-12-07W
119-03-11w
121-45-21w
120-20-41wW
122-44-09W

‘121-31-19W

117-31-42wW
121-10-39wW
120-04-40w

. 79-23-08W

78-58-08W
76-40-33w

65-60-06W

81-20-30W
80-39-00W
83-03-51w
81-37-26W

104-19-00wW
97-57-59W

87-22-26W
88-14-48wW
87-26-42W
87-49-00W

103-24-45W
100-12-13w
104-27-23W
102-51-42wW
100-51-19w
98-24-28W
100-02-~-02W
99-43-38W
99-44-00W
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SIERRA BLANCA
KIRBYVILLE
HEBBRONVILLE
LIBERTY

EAGLE PASS
CONROE
PERRYTON

FT. STOCKTON / BAKERSFIELD

MARFA / ALPINE
BIG LAKE

PECOS
STRATFORD
SUTTON
SANDERSON
BROWNFIELD
WOODVILLE
CANTON / WILLS POINT
GRAHAM

FALCON LAKE
CRYSTAL CITY

UTAH
PRICE
CANYONLAND
BRYCE CANYON
NEPHI
ABAJO PEAK
CANYONLANDS NP
MONTICELLO
CAPITAL REEF NP
RICHFIELD
SUMMIT COUNTY
WASATCH COUNTY
ZION NP

VERMONT
GREEN MOUNTAINS

VIRGIN ISLANDS
ST. THOMAS

VIRGINIA
ONLEY / ACCOMAC
CHARLOTTESVILLE
CLIFTON FORGE
BOWLING GREEN
EMPORIA
HALIFAX / SOUTH BOSTON
SOUTH HILL
ROCKBRIDGE
TAZEWELL
WISE
SAND MOUNTAIN

WASHINGTON

LAKE CHELAN / METHOW VALLEY

OLYMPIC NATIONAL PARK
‘DAYTON
PASCO
POMEROY
MOSES LAKE / EPHRATA
N. CENTRAL COAST
MOUNT RANIER
MT RAINIER NP
SKAGIT VALLEY
STEVENS
BLAINE AREA
NACHES
WEST VIRGINIA
WELCH
WAYNE COUNTY
TBD

WISCONSIN

WYOMING

[FR Doc. 05-6991 Filed 4—7-05; 8:45 am|
BILLING CODE 3410-15-C

HUDSPETH
JASPER
JIM HOGG
LIBERTY
MAVERICK
MONTGOMERY
OCHILTREE
PECOS
PRESIDIO / BREWSTER
REAGAN
REEVES
SHERMAN
SUTTON
TERRELL
TERRY
TYLER

VAN ZANDT
YOUNG
ZAPATA
ZAVALA

CARBON
DAGGETT
GARFIELD
JUAB

SAN JUAN
SAN JUAN
SAN JUAN
SEVIER
SEVIER
SUMMIT
WASATCH
WASHINGTON

RUTLAND

ST. THOMAS

ACCOMACK
ALBEMARLE
ALLEGANY
CAROLINE
EMPORIA CITY
HALIFAX
MECKLENBERG
ROCKBRIDGE
TAZEWELL
WISE

WYTHE

CHELAN / OKANOGAN
CLALLAM

COLUMBIA
FRANKLIN
GARFIELD

GRANT

GRAYS HARBOR / PACIFIC

PIERCE

PIERCE / LEWIS
SKAGIT

STEVENS
WHATCOM
YAKIMA

MCDOWELL
WAYNE
WETZEL

48229
48241
48247
48291
48323
48339
48357
48371
48377
48383
48389
48421
48435
48443
48445
48457
48467
48503
48505
48507

49007
49009
49017
49023
49037
49037
49037
49041
49041
49043
49051
49053

50021

78030

51001
51003
51005
51033
51595
51083
51117
51163
51185
51195
51197

53007
53009
53013
53021
53023
53025
53027
53053
53053
53057
53065
53073
53077

54047
54099
54103

31-10-28N
30-43-01N
27-18-23N
30-11-05N
28-42-32N
30-14-50N
36-24-00N
30-53-38N
30-18-28N
31-22-30N
31-25-22N
36-20-10N
30-31-10N
30-08-32N
33-10-52N
30-46-30N
32-31-30N
33-10-49N
26-52-17N
28-54-30N

39-29-12N
40-55-08N
37-37-42N
39-42-37N
37-50-20N
38-10-00N
37-54-54N
38-45-50N
38-46-21N
40-53-01N
40-19-58N
37-15-03N

42-39-25N

18-21-19N

37-41-27N
38-01-45N
37-45-00N
38-03-00N
36-41-09N
36-45-57N
36-38-30N
37-48-54N
37-08-00N
37-00-01N
36-56-54N

47-50-04N
47-58-35N
46-50-30N
46-15-05N
46-28-30N
47-07-49N
46-31-40N
46-51-10N
47-26-00N
48-23-01N
48-23-49N
48-48-40N
46-20-30N

36-48-06N
37-24-10N
39-33-55N

105-21-24w
94-09-01w
98-40-41W
94-50-01W
100-29-57wW
95-27-36W
100-48-08W
102-52-44wW
104-01-07wW
100-31-00wW
103-29-34W
102-04-18w
100-34-30wW
102-23-37wW
102-16-26W
94-24-55W
99-51-00W
98-40-32W
99-15-19W
99-43-08wW

110-34-00wW
109-25-29W
112-10-01w
111-50-08w
109-27-42W
109-59-00wW
106-34-12wW
111-54-50wW
112-05-00wW
110-57-57wW
111-09-32wW
112-57-20W

72-37-30W

64-56-13W

75-42-59W
78-28-37W
80-14-00W
77-21-00W
77-32-34W
78-55-43W
78-12-40W
79-24-33W
81-33-00wW
82-34-40W
81-05-06W

120-00-41wW
123-41-13wW
117-38-30W
119-04-53wW
117-36-06W
119-16-37wW
123-40-50W
121-45-31W
121-48-40W
122-21-42wW
117-51-10wW
121-56-70W
120-52-50W

110-56-36W
81-22-49W
80-40-41w
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COMMITTEE FOR PURCHASE FROM
PEOPLE WHO ARE BLIND OR
SEVERELY DISABLED

Procurement List; Addition

AGENCY: Committee for Purchase From
People Who Are Blind or Severely
Disabled.

ACTION: Addition to procurement list.

SUMMARY: This action adds to the
Procurement List a service to be
furnished by nonprofit agencies
employing persons who are blind or
have other severe disabilities.

EFFECTIVE DATE: May 8, 2005.

ADDRESSES: Committee for Purchase
From People Who Are Blind or Severely
Disabled, Jefferson Plaza 2, Suite 10800,
1421 Jefferson Davis Highway,
Arlington, Virginia 22202-3259.

FOR FURTHER INFORMATION OR TO SUBMIT
COMMENTS CONTACT: Sheryl D. Kennerly,
Telephone: (703) 603—-7740, Fax: (703)
603—-0655, or e-mail
SKennerly@jwod.gov.

SUPPLEMENTARY INFORMATION: On
February 4, 2005, the Committee for
Purchase From People Who Are Blind
or Severely Disabled published notice
(70 FR 5964) of proposed addition to the
Procurement List. After consideration of
the material presented to it concerning
capability of qualified nonprofit
agencies to provide the service and
impact of the addition on the current or
most recent contractors, the Committee
has determined that the service listed
below is suitable for procurement by the
Federal Government under 41 U.S.C.
46—48c and 41 CFR 51-2.4.

Regulatory Flexibility Act Certification

I certify that the following action will
not have a significant impact on a
substantial number of small entities.
The major factors considered for this
certification were:

1. The action will not result in any
additional reporting, recordkeeping or
other compliance requirements for small
entities other than the small
organizations that will furnish the
service to the Government.

2. The action will result in
authorizing small entities to furnish the
service to the Government.

3. There are no known regulatory
alternatives which would accomplish
the objectives of the Javits-Wagner-
O’Day Act (41 U.S.C. 46—48c) in
connection with the service proposed
for addition to the Procurement List.

End of Certification

Accordingly, the following service is
added to the Procurement List:

Service:

Service Type/Location: Base Supply Center,
Portsmouth Naval Shipyard, Portsmouth,
New Hampshire.

NPA: Central Association for the Blind &
Visually Impaired, Utica, New York.

Contracting Activity: Portsmouth Naval
Shipyard, Portsmouth, New Hampshire.

This action does not affect current
contracts awarded prior to the effective

date of this addition or options that may
be exercised under those contracts.

Sheryl D. Kennerly,

Director, Information Management.

[FR Doc. E5-1622 Filed 4-7-05; 8:45 am]
BILLING CODE 6353-01-P

COMMITTEE FOR PURCHASE FROM
PEOPLE WHO ARE BLIND OR
SEVERELY DISABLED

Procurement List Proposed Additions
and Deletion

AGENCY: Committee for Purchase From
People Who Are Blind or Severely
Disabled.

ACTION: Proposed additions to and
deletion from Procurement List.

SUMMARY: The Committee is proposing
to add to the Procurement List a product
and a service to be furnished by
nonprofit agencies employing persons
who are blind or have other severe
disabilities, and to delete a service
previously furnished by such agencies.

Comments Must Be Received on or
Before: May 8, 2005.

ADDRESSES: Committee for Purchase
From People Who Are Blind or Severely
Disabled, Jefferson Plaza 2, Suite 10800,
1421 Jefferson Davis Highway,
Arlington, Virginia 22202-3259.

FOR FURTHER INFORMATION OR TO SUBMIT
COMMENTS CONTACT: Sheryl D. Kennerly,
Telephone: (703) 603—7740, Fax: (703)
603—0655, or email
SKennerly@jwod.gov.

SUPPLEMENTARY INFORMATION: This
notice is published pursuant to 41
U.S.C. 47(a)(2) and 41 CFR 51-2.3. Its
purpose is to provide interested persons
an opportunity to submit comments on
the proposed actions.

Additions

If the Committee approves the
proposed additions, the entities of the
Federal Government identified in this
notice for each product or service will
be required to procure the product and
service listed below from nonprofit
agencies employing persons who are
blind or have other severe disabilities.

Regulatory Flexibility Act Certification

I certify that the following action will
not have a significant impact on a
substantial number of small entities.
The major factors considered for this
certification were:

1. If approved, the action will not
result in any additional reporting,
recordkeeping or other compliance
requirements for small entities other
than the small organizations that will
furnish the product and service to the
Government.

2. If approved, the action will result
in authorizing small entities to furnish
the product and service to the
Government.

3. There are no known regulatory
alternatives which would accomplish
the objectives of the Javits-Wagner-
O’Day Act (41 U.S.C. 46—48c) in
connection with the product and service
proposed for addition to the
Procurement List.

Comments on this certification are
invited. Commenters should identify the
statement(s) underlying the certification
on which they are providing additional
information.

End of Certification

The following product and service are
proposed for addition to Procurement
List for production by the nonprofit
agencies listed:

Product

Product/NSN: Bag, T-Shirt Style (European
Region), 8105—-00-NIB-1023.

NPA: Envision, Inc., Wichita, Kansas.

Contracting Activity: Defense Commissary
Agency, Fort Lee, Virginia.

Service

Service Type/Location: Mailroom Operation,
DC Pretrial Services Agency, 633 Indiana
Avenue, NW., Washington, DC.

NPA: Didlake, Inc., Manassas, Virginia.

Contracting Activity: DC Pretrial Services
Agency, Washington, DC.

Deletion

Regulatory Flexibility Act Certification

I certify that the following action will
not have a significant impact on a
substantial number of small entities.
The major factors considered for this
certification were:

1. If approved, the action may result
in additional reporting, recordkeeping
or other compliance requirements for
small entities.

2. If approved, the action may result
in authorizing small entities to furnish
the service to the Government.

3. There are no known regulatory
alternatives which would accomplish
the objectives of the Javits-Wagner-
O’Day Act (41 U.S.C. 46—48c) in
connection with the service proposed
for deletion from the Procurement List.
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End of Certification

The following service is proposed for
deletion from the Procurement List:

Service

Service Type/Location: Janitorial/Custodial,
Point Mugu Naval Air Station
(Basewide), Point Mugu, California.

NPA: Association for Retarded Citizens—
Ventura County, Inc., Ventura,
California.

Contracting Activity: Defense Commissary
Agency, Fort Lee, Virginia.

Sheryl D. Kennerly,
Director, Information Management.

[FR Doc. E5—1623 Filed 4—7-05; 8:45 am]
BILLING CODE 6353-01-P

COMMITTEE FOR PURCHASE FROM
PEOPLE WHO ARE BLIND OR
SEVERELY DISABLED

Suspension of Effective Date

In the document appearing on page
15287, FR Doc 05-5961, in the issue of
March 25, 2005, in the first column, the
Committee published an effective date
of April 24, 2005 for addition of the
Base Supply Center & Individual
Equipment Element, Hill Air Force
Base, Utah to the Procurement List. This
effective date has been suspended until
further notice.

Sheryl D. Kennerly,

Director, Information Management.

[FR Doc. E5-1624 Filed 4—7—05; 8:45 am]
BILLING CODE 6353-01-P

DEPARTMENT OF COMMERCE
Economic Development Administration

Notice of Petitions by Producing Firms
for Determination of Eligibility to Apply
for Trade Adjustment Assistance

AGENCY: Economic Development
Administration (EDA).

ACTION: To Give All Interested Parties an
Opportunity to Comment.

Petitions have been accepted for filing
on the dates indicated from the firms
listed below.

LIST OF PETITION ACTION BY TRADE ADJUSTMENT ASSISTANCE FOR PERIOD FEBRUARY 17, 2005—MARCH 25, 2005

Date petition

Firm name Address accepted Product
Dura-Cast, INC. .....ocoevvviiiiiiiieieceeeee 201 N. Industrial Park Road, Enterprise, 3/4/2005 Die castings for motor vehicle fittings
AL 36330 and mountings, electromechanical de-
vices and parts, and cooking appli-
ances and parts for gas and other
fuels.
Elsner Engineering Works, Inc ................ 475 Fame Avenue, Hanover, PA 17331 3/4/2005 Machinery used to make paper products.
Riverside Furniture ..........cccccoeciiniiiieeenn. 1400 South 6th Street, Fort Smith, AR 3/4/2005 Wooden desks and wall units.
72902
Terry Manufacturing Company ................ 2324 West Reagan, Palestine, TX 75802 3/4/2005 Wooden cabinets.
Cornelia Broom Co., InC. ...cccoovvveeeeeecnnnnens 756 Hoyt Street, Cornelia, GA 30531 3/14/2005 Corn brooms and painted broom han-
dles.
Heavywood Furniture Co., Inc ................. 66126 Industrial Boulevard, Toccoa, GA 3/14/2005 Wood furniture for institutional applica-
30577 tions.
Masters Custom Woodworks, Inc ............ 7203 East Reading Place, Tulsa, OK 3/14/2005 Wood cabinets, doors and furniture.
74115
Precision Custom Components, LLC ...... 500 Lincoln Street, York, PA 17405 3/14/2005 Precision components for the commer-

Craig D. Larson, dba Black Mountain P.O. Box 220, Carlton, WA 98814
Fisheries, LLC.

Lehighton Electronics, INC ........c.cccoeeveenne 1st & South Streets, Lehighton, PA
18235

1725 Fleetwood Drive, Elgin, IL 60123

1870 NW 173rd Avenue, Beaverton, OR

Pentaplex, INC. ...coocoeviiiiieiieeeeeeee
InSport International, Inc. .......c.cccceeienee.

97006

A & M Optical Company, Inc .................. 5211 Highway 153, Chattanooga, TN
37343

Custom Production, Inc. ......ccccceeveeeennnnees 3100 Adora Teal Way, Crestview, FL

EZ Tooler, INC. ..oooeeeveiieeeeeeeeieeeeeee 6236 Paducah Road, La Center, KY
42056

Goody Products, INC. ....ccccceeviiciiiiiiiieee 400 Galleria Parkway, Atlanta, GA
30339

King Tool, INC. ..cooviiiiiiiiieccceeeeee 5350 Love Lane, Bozeman, MT 59718

Pennset, INC. ....cooiiiiiiiiiccccccccccceeeceeee, 164 West 9th Street, Bloomsburg, PA
17815

Ted Ruhling Company, Inc .........c.cccueeeeee. 1602 SW Jefferson Lee’s Summit, MO
64081

Automated Equipment Services, Inc ....... 2335 W. Vancouver Street, Broken

Arrow, OK 74012

cial nuclear, military and industrial
sectors.

2/17/2005 Crabs.
2/17/2005 Measuring and controlling instruments.

3/17/2005 Printed circuit boards.
3/21/2005 Men’s and women'’s short.

3/24/2005 Precision ground eyeglass lenses.

3/24/2005 Bicycle sprockets and components.
3/24/2005 Woodworking machines.

3/24/2005 Brushes, hair accessories and other per-

sonal care products.

3/24/2005 Hand tools, i.e. vises, picks, and scribes.
3/24/2005 Prepress book composition products for

the book publishing industry.

3/24/2005 Pool and pond, netted quipment.

3/25/2005 Parts for robotic automation, including

spare parts, feeders, and surgery
units.

The petitions were submitted pursuant to
Section 251 of the Trade Act of 1974 (19

U.S.C. 2341). Consequently, the United States

Department of Commerce has initiated

separate investigations to determine whether

increased imports into the United States of
articles like or directly competitive with
those produced by each firm contributed
importantly to total or partial separation of
the firm’s workers, or threat thereof, and to

a decrease in sales or production of each
petitioning firm. Any party having a
substantial interest in the proceedings may
request a public hearing on the matter. A
request for a hearing must be received by
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Trade Adjustment Assistance, Room 7315,
Economic Development Administration, U.S.
Department of Commerce, Washington, DC
20230, no later than the close of business of
the tenth calendar day following the
publication of this notice. The Catalog of
Federal Domestic Assistance official program
number and title of the program under which
these petitions are submitted is 11.313, Trade
Adjustment Assistance.

Dated: April 4, 2005.
Anthony J. Meyer,

Senior Program Analyst, Office of Strategic
Initiatives.

[FR Doc. 05-7001 Filed 4-7-05; 8:45 am|]
BILLING CODE 3510-24-P

DEPARTMENT OF COMMERCE

International Trade Administration
[C-475-819]

Certain Pasta From Italy: Preliminary
Results and Partial Rescission of the
Eighth Countervailing Duty
Administrative Review

AGENCY: Import Administration,
International Trade Administration,
Department of Commerce.

SUMMARY: The Department of Commerce
is conducting an administrative review
of the countervailing duty order on
certain pasta from Italy for the period
January 1, 2003 through December 31,
2003. We preliminarily find that the
countervailing duty rates during the
period of review for all of the
producers/exporters under review are
less than 0.5 percent and are,
consequently, de minimis. See the
“Preliminary Results of Review”
section, below. If the final results
remain the same as these preliminary
results, we will instruct U.S. Customs
and Border Protection to liquidate
entries during the period January 1,
2003 through December 31, 2003
without regard to countervailing duties
in accordance with 19 CFR
351.106(c)(1). We are also rescinding the
review for Pastificio Carmine Russo
S.p.A./Pastificio Di Nola S.p.A. and
Pastificio Antonio Pallante S.r.1. in
accordance with 19 CFR 351.213(d)(3).
Interested parties are invited to
comment on these preliminary results
(see the “Public Comment” section of
this notice).

DATES: Effective Date: April 8, 2005.
FOR FURTHER INFORMATION CONTACT:
Melani Miller Harig or Mac Rivitz, AD/
CVD Operations, Office 1, Import
Administration, U.S. Department of
Commerce, Room 3099, 14th Street and
Constitution Avenue, NW., Washington,
DC 20230; telephone (202) 482—0116
and (202) 482-1382, respectively.

SUPPLEMENTARY INFORMATION

Case History

On July 24, 1996, the Department of
Commerce (“the Department”’)
published a countervailing duty order
on certain pasta (“pasta” or “subject
merchandise”) from Italy. See Notice of
Countervailing Duty Order and
Amended Final Affirmative
Countervailing Duty Determination:
Certain Pasta From Italy, 61 FR 38544
(July 24, 1996). On July 1, 2004, the
Department published a notice of
“Opportunity to Request Administrative
Review” of this countervailing duty
order for calendar year 2003, the period
of review (“POR”). See Antidumping or
Countervailing Duty Order, Finding, or
Suspended Investigation; Opportunity
to Request Administrative Review, 69
FR 39903 (July 1, 2004). On July 30,
2004, we received requests for reviews
from the following four producers/
exporters of Italian pasta: Pastificio
Antonio Pallante S.r.1. (‘“Pallante”),
Pastificio Corticella S.p.A.
(“Corticella’’)/Pastificio Combattenti
S.p.A. (“Combattenti”) (collectively,
“Corticella/Combattenti’’), Pasta Lensi
S.r.1. (“Lensi”), ! and Pastificio Carmine
Russo S.p.A./Pastificio Di Nola S.p.A.
(collectively, “Russo/Di Nola”). In
accordance with 19 CFR
351.221(c)(1)(i), we published a notice
of initiation of the review on August 30,
2004. See Initiation of Antidumping and
Countervailing Duty Administrative
Reviews and Requests for Revocation in
Part, 69 FR 52857 (August 30, 2004).

On September 7,2004, we issued
countervailing duty questionnaires to
the Commission of the European Union,
the Government of Italy (“GOI”),
Pallante, Corticella/Combatteni, Lensi,
and Russo/Di Nola. We received
responses to our questionnaires in
October and November 2004. We issued
supplemental questionnaires to the
respondents in November 2004, and
received responses to our supplemental
questionnaires in November and
December 2004.

On September 15, 2004, Russo/Di
Nola withdrew its request for review.
Pallante withdrew its request for review
on October 28, 2004. As discussed in
the “Partial Rescission’ section, below,
we are rescinding this administrative
review for both Russo/Di Nola and
Pallante.

1Lensi is the successor-in-interest to IAPC Italia

S.r.1. See Notice of Final Results of Antidumping
and Countervailing Duty Changed Circumstances
Reviews: Certain Pasta from Italy, 68 FR 41553 (July
14, 2003).

Partial Rescission

The Department’s regulations at 19
CFR 351.213(d)(1) provide that the
Department will rescind an
administrative review, in whole or in
part, if a party that requested a review
withdraws the request within 90 days of
the date of publication of the notice of
initiation of the requested review. On
September 15, 2004, Russo/Di Nola
withdrew its request for an
administrative review; Pallante
withdrew its request for an
administrative review on October 28,
2004. Both parties submitted their
withdrawal requests within the 90-day
deadline. No other party requested a
review of Pallante’s or Russo/Di Nola’s
sales. Therefore, because these
withdrawal requests were timely filed,
we are rescinding this review with
respect to Pallante and Russo/Di Nola in
accordance with 19 CFR 351.213(d)(1).
We will instruct U.S. Customs and
Border Protection (“‘Customs”’) to
liquidate any entries from Pallante and
Russo/Di Nola during the POR and to
assess countervailing duties at the rate
that was applied at the time of entry.

Scope of the Order

Imports covered by the order are
shipments of certain non-egg dry pasta
in packages of five pounds four ounces
or less, whether or not enriched or
fortified or containing milk or other
optional ingredients such as chopped
vegetables, vegetable purees, milk,
gluten, diastasis, vitamins, coloring and
flavorings, and up to two percent egg
white. The pasta covered by this scope
is typically sold in the retail market, in
fiberboard or cardboard cartons, or
polyethylene or polypropylene bags of
varying dimensions.

Excluded from the scope of the order
are refrigerated, frozen, or canned
pastas, as well as all forms of egg pasta,
with the exception of non-egg dry pasta
containing up to two percent egg white.
Also excluded are imports of organic
pasta from Italy that are accompanied by
the appropriate certificate issued by the
Instituto Mediterraneo Di Certificazione,
Bioagricoop S.r.l., QC&I International
Services, Ecocert Italia, Consorzio per il
Controllo dei Prodotti Biologici,
Associazione Italiana per 1’ Agricoltura
Biologica, or Codex S.r.L. In addition,
based on publicly available information,
the Department has determined that, as
of August 4, 2004, imports of organic
pasta from Italy that are accompanied by
the appropriate certificate issued by
Bioagricert S.r.l. are also excluded from
this order. See memorandum from Eric
B. Greynolds to Melissa G. Skinner,
dated August 4, 2004, which is on file
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in the Department’s Central Records
Unit (“CRU”) in Room B—-099 of the
main Department Building.

The merchandise subject to review is
currently classifiable under items
1901.90.9095 and 1902.19.20 of the
Harmonized Tariff Schedule of the
United States (“HTSUS”). Although the
HTSUS subheadings are provided for
convenience and customs purposes, the
written description of the merchandise
subject to the order is dispositive.

Scope Rulings

The Department has issued the
following scope rulings to date:

(1) On August 25, 1997, the
Department issued a scope ruling that
multicolored pasta, imported in kitchen
display bottles of decorative glass that
are sealed with cork or paraffin and
bound with raffia, is excluded from the
scope of the antidumping and
countervailing duty orders. See
memorandum from Edward Easton to
Richard Moreland, dated August 25,
1997, which is on file in the CRU.

(2) On July 30, 1998, the Department
issued a scope ruling finding that
multipacks consisting of six one-pound
packages of pasta that are shrink-
wrapped into a single package are
within the scope of the antidumping
and countervailing duty orders. See
letter from Susan H. Kuhbach to Barbara
P. Sidari, dated July 30, 1998, which is
available in the CRU.

(3) On October 23, 1997, the
petitioners filed an application
requesting that the Department initiate
an anti\circumvention investigation of
Barilla S.r.L. (“Barilla”), an Italian
producer and exporter of pasta. The
Department initiated the investigation
on December 8, 1997. See Initiation of
Anti-Circumvention Inquiry on
Antidumping Duty Orders on Certain
Pasta From Italy, 62 FR 65673
(December 15, 1997). On October 5,
1998, the Department issued its final
determination that, pursuant to section
781(a) of the Tariff Act of 1930, as
amended by the Uruguay Round
Agreements Act (“URAA”) effective
January 1, 1995 (“the Act”),
circumvention of the antidumping order
on pasta from Italy was occurring by
reason of exports of bulk pasta from
Italy produced by Barilla which
subsequently were repackaged in the
United States into packages of five
pounds or less for sale in the United
States. See Anti-Circumvention Inquiry
of the Antidumping Duty Order on
Certain Pasta from Italy: Affirmative
Final Determination of Circumvention
of the antidumping Duty Order, 63 FR
54672 (October 13, 1998).

(4) On October 26, 1998, the
Department self-initiated a scope
inquiry to determine whether a package
weighing over five pounds as a result of
allowable industry tolerances is within
the scope of the antidumping and
countervailing duty orders. On May 24,
1999, we issued a final scope ruling
finding that, effective October 26, 1998,
pasta in packages weighing or labeled
up to (and including) five pounds four
ounces is within the scope of the
antidumping and countervailing duty
orders. See memorandum from John
Brinkmann to Rickard Moreland, dated
May 24, 1999, which is available in the
CRU.

(5) On April 27, 2000, the Department
self-initiated an anti-circumvention
inquiry to determine whether Pastificio
Fratelli Pagani S.p.A.’s importation of
pasta in bulk and subsequent
repackaging in the United States into
packages of five pounds or less
constitutes circumvention with respect
to the antidumping and countervailing
duty orders on pasta from Italy pursuant
to section 781(a) of the Act and 19 CFR
351.225(b). See Certain Pasta from Italy:
Notice of Initiation of Anti-
circumvention Inquiry of the
Antidumping and Countervailing Duty
Orders, 65 FR 26179 (May 5, 2000). On
September 19, 2003, we published an
affirmative finding of the anti-
circumvention inquiry. See Anti-
Circumvention Inquiry of the
Antidumping and Countervailing Duty
Orders on Certain Pasta from Italy:
Affirmative Final Determinations of
Circumvention of Antidumping and
Countervailing Duty Orders, 68 FR
54888 (September 19, 2003).

Period of Review

The period for which we are
measuring subsidies, or POR, is January
1, 2003 through December 31, 2003.

Changes in Ownership

Effective June 30, 2003, the
Department adopted a new methodology
for analyzing privatizations in the
countervailing duty context. See Notice
of Final Modification of Agency Practice
Under Section 123 of the Uruguay
Round Agreements Act, 68 FR 37125
(June 23, 2003) (“Modification
Notice”).2 The Department’s new

2The Modification Notice explicitly addresses
full privatizations, but notes that the Department
would not make a decision at that time as to
whether the new methodology would also be
applied to other types of ownership changes and
factual scenarios, such as partial privatizations or
private-to-private sales. See 68 FR at 37136. We
have now determined to apply the new
methodology to full, private-to-private sales of a
company (or its assets) as well. Among other
reasons, we note that our prior “same person”

methodology is based on a rebuttable
“baseline” presumption that non-
recurring, allocable subsides continue to
benefit the subsidy recipient throughout
the allocation period (which normally
corresponds to the average useful life
(““AUL”) of the recipient’s assets).
However, an interested party may rebut
this baseline presumption by
demonstrating that, during the
allocation period, a change in
ownership occurred in which the former
owner sold all or substantially all of a
company or its assets, retaining no
control of the company or its assets, and
that the sale was an arm’s-length
transaction for fair market value.

In considering whether the evidence
presented demonstrates that the
transaction was conducted at arm’s
length, we will be guided by the
definition of an arm’s-length transaction
included in the Statement of
Administrative Action accompanying
the URAA, H.R. Doc. No. 103-3186, vol.
1 (1994), which defines an arm’s-length
transaction as a transaction negotiated
between unrelated parties, each acting
in its own interest, or between related
parties such that the terms of the
transaction are those that would exist if
the transaction had been negotiated
between unrelated parties. See id. at
928.

In analyzing whether the transaction
was for fair market value, the basic
question is whether the full amount that
the company or its assets (including the
value of any subsidy benefits) was
actually worth under the prevailing
market conditions was paid, and paid
through monetary or equivalent
compensation. In making this
determination, the Department will
normally examine whether the seller
acted in a manner consistent with the
normal sales practices of private,
commercial sellers in that country.
Where an arm’s-length sale occurs
between purely private parties, we
would normally expect the private seller
to act in a manner consistent with the
normal sales practices of private,
commercial sellers in that country. With
regard to a government-to-private
transaction, however, where we cannot
make that same assumption, a primary
consideration in this regard normally
will be whether the government failed
to maximize its return on what it sold,
indicating that the purchaser paid less
for the company or assets than it
otherwise would have had the
government acted in a manner

methodology used for analyzing changes in
ownership such as private-to-private sales has been
found not in accordance with law in Allegheny
Ludlum Corp. v. United States, 367 F.3d 1339 (Fed.
Cir. 2004).
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consistent with the normal sales
practices of private, commercial sellers
in that country.

If we determine that the evidence
presented does not demonstrate that the
change in ownership was at arm’s
length for fair market value, the baseline
presumption will not be rebutted and
we will find that the unamortized
amount of any pre-sale subsidy benefit
continues to be counteravailable.
Otherwise, if it is demonstrated that the
change in ownership was at arm’s
length for fair market value, any pre-
sales subsidies will be presumed to be
extinguished in their entirety and,
therefore, non-counteravailable.

A party can, however, obviate this
presumption of extinguishment by
demonstrating that, at the time of the
change in ownership, the broader
market conditions necessary for the
transaction price to reflect fairly and
accurately the subsidy benefit were not
present, or were severely distorted by
government action (or, where
appropriate, inaction). In other words,
even if we find that the sales price was
at “market value,” parties can
demonstrate that the broader market
conditions were severely distorted by
the government and that the transaction
price was meaningfully different from
what it would otherwise have been
absent the distortive government action.

Where a party demonstrates that these
broader market conditions were severely
distorted by government action and that
the transaction price was meaningfully
different from what it would otherwise
have been absent the distortive
government action, the baseline
presumption will not be rebutted and
the unamortized amount of any non-
recurring pre-sale subsidy benefit will
continue to be countervailable. Where a
party does not make such a
demonstration with regard to an arm’s-
length sale for fair market value, we will
find all non-recurring pre-sale subsidies
to be extinguished by the sale and,
therefore, non-countervailable.

In the instant proceeding, Corticella/
Combattenti underwent changes in
ownership during the applicable period.
Corticella/Combattenti did not
challenge the Department’s baseline
presumption that non-recurring
subsidies continue to benefit the
recipient over the allocation period.
Thus, we preliminarily find for this
respondent that any unallocated
benefits from non-recurring subsidies
received prior to its change in
ownership continue to be
countervailable.

Subsidies Valuation Information
Allocation Period

Pursuant to 19 CFR 351.524(b), non-
recurring subsidies are allocated over a
period corresponding to the AUL of the
renewable physical assets used to
produce the subject merchandise.
Section 351.524(d)(2) of the
Department’s regulations creates a
rebuttable presumption that the AUL
will be taken from the U.S. Internal
Revenue Service’s 1977 Class Life Asset
Depreciation Range System (“IRS
Tables”). See 19 CFR 351.524(d)(2). For
pasta, the IRS Tables prescribe an AUL
of 12 years. None of the responding
companies or interested parties objected
to this allocation period. Therefore, we
have used the 12-year allocation period
for all respondents.

Attribution of Subsidies

Pursuanty to 19 CFR 351.525(b)(6),
the Department will attribute subsidies
received by certain companies to the
combined sales of those companies.
Based on our review of the responses,
we preliminarily find that “cross-
ownership” exists with respect to
certain companies, as described below,
and we have attributed subsidies
accordingly.

Lensi: Lensi is an Italian producer and
exporter of pasta. As further discussed
in the April 4, 2005 proprietary
memorandum entitled ‘“Pasta Lensi
S.r.1.—Attribution Issues,” which is on
file in the Department’s CRU, Lensi has
reported that IAPC Leasing, another
company in Lensi’s family of
companies, did not receive any benefits
under the programs being examined.
Therefore, there are no benefits to this
company that require attribution.
Moreover, IAPC Leasing does not
produce subject merchandise. Thus, we
are attributing any subsidies received to
Lensi’s sales only.

Corticella/Combattenti: Corticella and
Combattenti are both producers of the
subject merchandise and are owned by
the same holding company, Euricom
S.p.A. (“Euricom”), and companies in
the Euricom group. Euricom group
companies own 100 percent of
Combattenti and 70 percent of
Corticella. Other Euricom group
companies are also involved in the
production and distribution of subject
merchandise. Specifically, one group
company (whose name is proprietary),
receives a commission on some of
Corticella’s home market sales. Also,
Euricom group company Molini Certosa
S.p.A. (“Certosa”) mills durum and non-
durum wheat, some of which is an input
for the Corticella/Combattenti subject
merchandise.

Additionally, Cooperative Lomellina
Cerealicoltori (“CLC”), which is a
cooperative, provides conversion
services for Combattenti. CLC was
formed in 1980 for the sole purpose of
producing rise. In 1990, CLC signed an
agreement with Combattenti to “toll
produce all of Combattenti’s pasta
production requirements” following a
fire at Combattenti’s pasta factory. See
Corticella/Combattenti’s November 5,
2004 submission at Exhibit 2, page 5.
CLC is not part of the Euricom group
and Euricom is not a member of CLC.
However, Euricom’s majority
shareholder is a member/shareholder of
the CLC cooperative. Euricom’s majority
shareholder was the sole administrator
of Combattenti during most of the POR,
and also “had operational and
management control over CLC and
could direct CLC’s workers.” See id.
The son of Euricom’s majority
shareholder was also a CLC member/
shareholder, as well as member of both
Combattenti’s and CLC’s boards, and
was “‘very active in both companies day
to day activities.” See id. According to
Corticella/Combattenti, Euricom’s
majority shareholder and his son control
“the direction of CLC and Combattenti,”
with Euricom’s majority shareholder
“taking a more strategic role”” and his
son ‘“‘taking a hands-on-day-to-day
operational role.” See Corticella/
Combattenti’s December 6, 2004
submission at 4.

With regard to Corticella and
Combattenti, we preliminarily find that
they each meet the criteria for cross-
ownership in 19 CFR 351.525(b)(6)(ii).
As for Certosa, we preliminarily find
that it meets the criteria in 19 CFR
351.525(b)(6)(iv). With regard to the
Euricom group company that receives a
commission on some of Corticella’s
home market sales, the company does
not meet any of the criteria in 19 CFR
351.525(b)(6)(ii) through (iv). Moreover,
because Corticella/Combattenti has
reported that this company acts as a
selling agent only on Corticella’s home
market sales and not on its exports, 19
CFR 351.525(c) does not apply. Thus,
we are also not including subsidies
received by this company or this
company’s sales in our preliminary
subsidy calculations.

Finally, with regard to CLG, in Certain
Pasta from Italy: Final Results of the
Seventh Countervailing Duty
Administrative Review, 69 FR 70657
(December 7, 2004) (‘“Pasta Seventh
Review”) and the accompanying Issues
and Decision Memorandum in the
“Attribution of Subsidies” section, we
determined that cross-ownership did
not exist with regard to CLC consistent
with 19 CFR 351.525(b)(6)(vi). In the
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instant review, we have new
information with regard to CLC and its
relationship with Combattenti and the
Euricom group that might, otherwise,
warrant a reconsideration of our earlier
finding. However, because CLC did not
receive any benefits under the programs
being examined, and because CLC’s
other division (the first being the
division that operates the Combattenti
facilities), has no past-related
operations, there is no need in the
instant review to revisit our previous
finding on this matter.

Combattenti/Corticella has reported
that Euricom and Certosa did not
receive any POR subsidies. Thus, we are
attributing any subsidies received to the
combined sales of Corticella and
Combattenti.

Discount Rates

Pursuant to 19 CFR
351.524(d)(3)(i)(B), we used the national
average cost of long-term, fixed-rate
loans as a discount rate for allocating
non-recurring benefits over time
because no company for which we need
such discount rates took out any loans
in the years in which the government
agreed to provide the subsidies in
question. Consistent with past practice
in this proceeding, for years prior to
1995, we used the Bank of Italy
reference rate adjusted upward to reflect
the mark-up an Italian commercial bank
would charge a corporate customer. For
benefits received in 1995 and later, we
used the Italian Bankers’ Association
interest rate, increased by the average
spread charged by banks on loans to
commercial customers plus an amount
for bank charges.

Analysis of Programs

L Program Preliminarily Determined To
Confer Subsidies During the POR

Export Marketing Grants Under Law
304/90

Under Law 304/90, the GOI provided
grants to promote the sale of Italian food
and agricultural products in foreign
markets. The grants were given for pilot
projects aimed at developing links and
integrating marketing efforts between
Italian food producers and foreign
distributors. The emphasis was on
assisting small and medium-sized
enterprises.

Corticella received a grant under this
program in 1993 to assist it in
establishing a sales office and network
in the United States. No other
respondent covered by this review
received benefits under this program
during the POR.

In the Final Affirmative
Countervailing Duty Determination:

Certain Pasta from Italy, 61 FR 30288
(June 14, 1996) (“‘Pasta Investigation”),
the Department determined that these
export marketing grants confer a
countervailable subsidy within the
meaning of section 771(5) of the Act.
They are a direct transfer of funds from
the GOI bestowing a benefit in the
amount of the grant. Also, these grants
were found to be specific within the
meaning of section 771(5A)(B) of the
Act because their receipt was contingent
upon exportation. In this review, neither
the GOI nor the responding companies
have provided new information which
would warrant reconsideration of our
determination that these grants confer a
countervailable subsidy.

Also in the Pasta Investigation, the
Department treated these export
marketing grants as non-recurring. No
new information has been placed on the
record of this review that would cause
us to depart from this treatment.

Because the amount of the grant that
was approved by the GOI exceeded 0.5
percent of Corticella’s exports to the
United States in the year of approval,
we used the grant methodology
described in 19 CFR 351.524(d) to
allocate the benefit over time. We
divided the benefit attributable to the
POR by the value of the companies’ total
exports to the United States in the POR.

On this basis, we preliminarily
determine the countervailable subsidy
from these Law 304/90 export marketing
grants to be 0.06 percent ad valorem for
Corticella/Combattenti.

II. Programs Preliminarily Determined
Not To Confer Subsidies During the POR

A. Social Security Reductions and
Exemptions—Sgravi

Italian law allows companies,
particularly those localted in the
Mezzogiorno (sourthern Italy), to use a
variety of exemptions and reductions
(sgravi) of the payroll contributions that
employers make to the Italian social
security system for health care benefits,
pensions, etc. The sgravi benefits are
regulated by a complex set of laws and
regulations, and are sometimes linked to
conditions such as creating more jobs.
We have found in past segments of this
proceeding that the benefits under some
of these laws (e.g., Laws 183/76 and
449/97) are available only to companies
located in the Mezzogiorno and other
disadvantaged regions. Other laws (e.g.,
Laws 407/90 and 863/84) provide
benefits to companies all over Italy, but
the level of benefits is higher for
companies in the south than for
companies in other parts of the country.

The various laws identified as having
provided sgravi benefits during the POR

are the following: Law 407/90 (Lensi),
Law 223/91 (Lensi and Combattenti),
and Law 337/90 (Corticella).

In the instant review, no party in this
proceeding challenged our past
determinations in the Pasta
Investigation and subsequent reviews
that sgravi benefits were not
countervailable for companies located
outside of the Mezzogiorno.
Additionally, no new information or
evidence of changed circumstances was
received that would warrant
reconsideration of these past
determinations. Therefore, because
Lensi and Corticella/Combattenti are not
located in the Mezzogiorno, we find that
neither of these companies recieved
countervailable subsidies under this
program during the POR.

B. Brescia Chamber of Commerce Grants

The Chamber of Commerce of Brescia
provided training grants during 2002
and 2003 to companies in the province
of Brescia for the professional training
of entrepreneurs, directors, and
employees. The goal of these grants was
to improve economic, social, and
productive development in the
province. The Brescia Chamber of
Commerce also provided grants to small
and medium-sized enterprises, artisan
and agricultural enterprises, and pools
and cooperatives in the province of
Brescia for their direct participation in
fairs and exhibitions abroad during
calendar year 2003.

Lensi was the only respondent in this
proceeding that reported receiving
grants from the Brescia Chamber of
Commerce. Specifically, Lensi reported
receiving training grants from the
Brescia Chamber of Commerce in 2002
and 2003. Lensi also reported receiving
a fairs and exhibitions grant in 2004,
subsequent to the POR.

With regard to the training grants, in
situations where any benefit to the
subject merchandise would be so small
that there would be no impact on the
overall subsidy rate, regardless of a
determination of counteravailability, it
may not be necessary to determine
whether benefits conferred under these
programs to the subject merchandise are
counteravailable. (See, e.g., Pasta
Seventh Review and Live Cattle From
Canada; Final Negative Countervailing
Duty Determination, 64 FR 57040,
57055 (October 22, 1999).) In this
instance, any benefit to the subject
merchandise resulting from this grant
would be so small that there would be
no impact on the overall subsidy rate,
regardless of a determination of
counteravailability. Thus, consistent
with our past practice, we do not
consider it necessary to determine
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whether benefits conferred thereunder
to the subject merchandise are
countervailable.

As for the fairs and exhibitions grant,
because it was received in 2004,
subsequent to the POR, we preliminarily
find that no benefit was provided to
Lensi during the POR from this grant.

III. Programs Preliminarily Determined
Not to Have Been Used During the POR

We examined the following programs
and preliminarily determine that the
producers and/or exporters of the
subject merchandise under review did
not apply for or receive benefits under
these programs during the POR:

A. Industrial Development Grants Under

Law 488/92
B. Industrial Development Loans Under

Law 64/86
C. European Regional Development

Fund Grants
D. Law 236/93 Training Grants
E. Law 1329/65 Interest Contributions

(Sabatini Law) (Formerly Lump-Sum

Interest Payment Under the Sabatini

Law for Companies in Southern Italy)
F. Development Grants Under Law 30 of

1984
G. Law 908/55 Fondo di Rotazione

Iniziative Economiche (Revolving

Fund for Economic Initiatives) Loans
H. Industrial Development Grants Under

Law 64/86
I. Law 317/91 Benefits for Innovative

Investments
J. Tremonti Law 489/94 (Formerly Law

Decree 357/94)

k. Ministerial Decree 87/02
L. Law 10/91 Grants to Fund Energy

Conservation
M. Law 341/95 Interest Contributions on

Debt Consolidation Loans (Formerly

Debt Consolidation Law 341/95)

N. Regional Tax Exemptions Under

IRAP
0. Corporate Income Tax (IRPEG)

Exemptions
P. Export Restitution Payments
Q. VAT Reductions Under Laws 64/86

and 675/55
R. Export Credits Under Law 227/77
S. Capital Grants Under Law 675/77
T. Retraining Grants Under Law 675/77
U. Interest Contributions on Bank Loans

Under Law 675/77
V. Interest Grants Financed by IRI

Bonds
W. Preferential Financing for Export

Promotion Under Law 394/81
X. Urban Redevelopment Under Law

181
Y. Grant Received Pursuant to the

Community Initiative Concerning the

Preparation of Enterprises for the

Single Market (PRISMA)

Z. Industrial Development Grants under

Law

AA. Interest Subsidies Under Law 598/
94

AB. Duty-Free Import Rights

AC. Remission of Taxes on Export
Credit Insurance Under Article 33 of
Law 227/77

AD. European Social Fund Grants

AE. Law 113/86 Training Grants

AF. European Agricultural Guidance
and Guarantee Fund

Preliminary Results of Review

In accordance with 19 CFR
351.221(b)(4)(i), we calculated an
individual subsidy rate for each
producer/exporter covered by this
administrative review. For the period
January 1, 2003 through December 31,
2003, we preliminarily find the net
subsidy rates for the producers/
exporters under review to be those
specified in the chart shown below:

Net
subsidy
Producer/exporter rate
(percent)
Pasta Lensi S.r.1. ..o 10.00
Pastificio Corticella S.p.A./
Pastificio Combattenti S.p.A. .. 10.06

1 De minimis.

The calculations will be disclosed to the
interested parties in accordance with 19
CFR 351.224(b).

If the final results of this review
remain the same as these preliminary
results, because the countervailing duty
rates for all of the above-noted
companies are less than 0.5 percent and,
consequently, de minimis, we will
instruct Customs to liquidate entries
during the period January 1, 2003
through December 31, 2003 without
regard to countervailing duties in
accordance with 19 CFR 351.106(c)(1).
The Department will issue appropriate
instructions directly to Customs within
15 days of publication of these final
results of this review.

For all other companies that were not
reviewed (except Barilla G. e R. F.ITi
S.p.A. and Gruppo Agricoltura Sana
S.r.L., which are excluded from the
order), the Department has directed
Customs to assess countervailing duties
on all entries between January 1, 2003
and December 31, 2003 at the rates in
effect at the time of entry.

The Department also intends to
instruct Customs to collect cash
deposits of estimated countervailing
duties for the above-noted companies at
the above-noted rates on the f.o.b. value
of all shipments of the subject
merchandise from the producers/
exporters under review that are entered,
or withdrawn from warehouse, for
consumption on or after the date of

publication of the final results of this
administrative review. For all non-
reviewed firms (except Barilla G. e R.
F.I0i S.p.A, and Gruppe Agricoltura
Sana S.r.L., which are excluded from
the order), we will instruct Customs to
collect cash deposits of estimated
countervailing duties at the most recent
company-specific or all others rate
applicable to the company. These rates
shall apply to all non-reviewed
companies until a review of a company
assigned these rates is requested.

Public Comment

Interested parties may submit written
arguments in case briefs within 30 days
of the date of publication of this notice.
Rebuttal briefs, limited to issues raised
in case briefs, may be filed not later than
five days after the date of filing the case
briefs. Parties who submit briefs in this
proceeding should provide a summary
of the arguments not to exceed five
pages and a table of statutes,
regulations, and cases cited. Copies of
case briefs and rebuttal briefs must be
served on interested parties in
accordance with 19 CFR 351.303(f).

Interested parties may request a
hearing within 30 days after the date of
publication of this notice. Any hearing,
if requested, will be held two days after
the scheduled date for submission of
rebuttal briefs.

The Department will publish a notice
of the final results of this administrative
review within 120 days from the
publication of these preliminary results.

We are issuing and publishing these
results in accordance with sections
751(a)(1) and 777(i)(1) of the Act.

Dated: March 31, 2005.
Joseph A. Spetrini,

Acting Assistant Secretary for Import
Administration.

[FR Doc. 05-6958 Filed 4-7-05; 8:45 am|
BILLING CODE 3510-DS-M

DEPARTMENT OF COMMERCE

National Institute of Standards and
Technology

[Docket No. 041103306-5014-02]
RIN 0693—-AB54

Announcing Approval of Federal
Information Processing Standard
(FIPS) Publication 201, Standard for
Personal Identity Verification of
Federal Employees and Contractors

AGENCY: National Institute of Standards
and Technology (NIST), Commerce.
ACTION: Notice.

SUMMARY: The Secretary of Commerce
has approved Federal Information
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Processing Standard (FIPS) Publication
201, Standard for Personal Identity
Verification of Federal Employees and
Contractors, and has made it
compulsory and binding on Federal
agencies for use in issuing a secure and
reliable form of personal identification
to employees and contractors. The
standard does not apply to personal
identification associated with national
security systems as defined by 44 U.S.C.
3542(b)(2).

Homeland Security Presidential
Directive (HSPD) 12, Policy for a
Common Identification Standard for
Federal Employees and Contractors,
dated August 27, 2004, directed the
Secretary of Commerce to promulgate,
by February 27, 2005, a Government-
wide standard for secure and reliable
forms of identification to be issued by
the Federal Government to its
employees and contractors (including
contractor employees). HSPD-12
specified that the secure and reliable
forms of identification to be issued to
employees and contractors should be
based on: sound criteria for verifying an
individual employee’s identity; strong
resistance to identity fraud, tampering,
and terrorist exploitation; capability of
being rapidly authenticated
electronically; and issuance by
providers whose reliability has been
established by an official accreditation
process.

FIPS 201 was developed to satisfy the
technical, administrative, and
timeliness requirements of HSPD 12.
The standard was developed in a
“manner consistent with the
Constitution and applicable laws,
including the Privacy Act (5 U.S.C.
552a) and other statutes protecting the
rights of Americans” as required in
HSPD 12. In developing the standard,
NIST used technical input solicited
from industry and government
participants in workshops and public
meetings, and from a Federal Register
notice (69 FR 68128) of November 23,
2004, inviting comments from industry
and government on the draft standard.
DATES: This standard is effective
February 24, 2005.

ADDRESSES: A copy of FIPS Publication
201 is available electronically from the
NIST Web site at: http://csrc.nist.gov/
publications/.

FOR FURTHER INFORMATION CONTACT: W.
Curtis Barker, (301) 975—8443, National
Institute of Standards and Technology,
100 Bureau Drive, STOP 8930,
Gaithersburg, MD 20899-8930, e-mail:
wbarker@nist.gov.

SUPPLEMENTARY INFORMATION: A notice

was published in the Federal Register
(69 FR 55586) on September 15, 2004,

announcing a Public Workshop on
Personal Identity Verification (PIV) of
Federal Employees/Contractors. The
primary goal of the workshop was to
obtain information on secure and
reliable methods of verifying the
identity of Federal employees and
contractors who are given authorized
access to Federal facilities and
information systems. Workshop
participants included representatives
from government and industry
organizations. An overview of the
requirements of HSPD 12 and the
schedule established by NIST for
developing and promulgating the
required standard were discussed.

A Federal Register notice [69 FR
68128] was published on November 23,
2004, announcing draft FIPS 201 and
soliciting comments on the draft
standard from the public, research
communities, manufacturers, voluntary
standards organizations, and Federal,
State, and local government
organizations. In addition to being
published in the Federal Register, the
notice was posted on the NIST Web
pages. Information was provided about
the submission of electronic comments
and an electronic template for the
submission of comments was made
available.

Comments, responses, and questions
were received from 55 private sector
organizations, groups, or individuals, 33
Federal government organizations and
one Canadian government organization.

These comments have all been made
available by NIST at http://csrc.nist.gov/
piv-project/fips201-support-docs.html.
Many of the comments received
recommended editorial changes,
provided general comments, and asked
questions concerning the
implementation of the standard. Many
comments supported the goals of
personal identity verification. Some of
the comments recommended against
adoEtion of this or any similar standard.

The primary interests and issues that
were raised in the comments included:
Installed or competing technology;
emerging technology and standards;
technology neutrality; privacy; security;
timeliness; cost; interoperability; scope;
applicability; flexibility; simplicity;
consistency; and ease of use. Detailed
technical comments covered issues
including: Identity proofing and
registration; smart card topology; card
programming; biometrics; graduated
levels of assurance/protection; public
key infrastructure supporting digital
signatures for data security and
authentication.

The technical specifications were
modified based on the comments
received, while maintaining a complete,

coherent standard. The standard was
modified to strengthen the process for
assuring the secure and reliable
identification of Federal employees and
contractors to whom PIV cards are to be
issued. Applicants for PIV cards are to
appear in person, provide two original
documents showing identity, and
provide background information that
can be verified. Agencies are required to
photograph and fingerprint applicants,
to initiate background checks using the
National Agency Check with Inquiries
(NACI) or National Agency Check (NAC)
procedures, and to complete other steps
to assure security, privacy and proper
storage of information. NIST has also
revised the standard to provide for
specified graduated security levels of
protection features from the least secure
to the most secure, in accordance with
the requirements of HSPD—12. These
features are provided within the
standard with technical assurances and
for agency use in selecting the
appropriate level of security for each
application. Other technical questions
and issues including the specifications
for the PIV card interface and the
biometric algorithm interface are
addressed in technical publications that
accompany and support the
implementation of FIPS 201. Draft NIST
Special Publication 800-73, Integrated
Circuit Card for Personal Identity
Verification, and draft NIST Special
Publication 800-76, Biometric Data
Specification for Personal Identity
Verification, have been posted on
NIST’s Web pages for public review and
comment. These documents can be
found at http://csrc.nist.gov/
publications/drafts.html. Additional
Special Publications will be developed
as needed and made available for public
review.

Issues concerning agency budget
constraints and the schedule for
implementation of the standard have
been referred to the Office of
Management and Budget (OMB).
Comments noting ambiguities or asking
for clarification concerning the standard
have been incorporated into a
Frequently Asked Questions (FAQ)
document to be published and
maintained on NIST’s Web pages in the
PIV Project Web site. All of the editorial
suggestions were carefully reviewed and
changes were made to the standard
where appropriate.

A Federal Register notice [69 FR
78033] was published on December 29,
2004, announcing a public meeting that
was held on January 19, 2005, to discuss
the privacy, security, and policy issues
associated with HSPD—12. Many other
meetings and discussions with industry
and government representatives were
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held to balance the different,
conflicting, and often mutually
exclusive interests of the parties
providing comments. The approved
standard reflects these balanced
interests while meeting the overall
objectives of quality and timeliness of
the standard.

Following is an analysis of the
comments received, including the
interests, concerns, recommendations,
and issues considered in the
development of FIPS 201. More
information about the development of
FIPS 201 is available on NIST’s Web
pages at http://www.csrc.nist.gov.

Comment: Some Federal agencies
were concerned about the cost of
implementing the standard, their ability
to implement the standard within their
budget constraints and the tight
schedule specified in the standard for
implementation.

Response: Issues concerning the costs
of implementing the standard and the
schedule for implementation have been
referred to the Office of Management
and Budget (OMB).

Comment: Comments were received
about protecting the privacy of
individuals, and limiting the sharing of
information on personal identity
between organizations. Some comments
expressed concern about the
interoperability provisions of the PIV
card possibly leading to the linking of
databases with information about
individuals, and the issuance of a
national identity card.

Response: The privacy requirements
contained in FIPS 201 and guidance to
agencies to ensure the privacy of
applicants for PIV cards have been
strengthened in Section 2.3. The
requirements for agencies include: The
appointment of a PIV Privacy Official;
the assessment of systems for their
impact on privacy; identification of
information to be collected about
individuals and how the information
will be used; assurance that systems
containing personal information adhere
to fair information practices; and audits
of systems for compliance with privacy
policies and practices. OMB has
informed NIST that it intends to issue
privacy and implementation guidance to
agencies.

Comment: Comments were received
about ambiguities in the standard and
issues that needed to be clarified, both
in the text of the standard and in the
diagrams that accompany the text. Other
comments and questions pertained to
agency authority in determining those
individuals to whom PIV cards should
be issued.

Response: Comments noting technical
ambiguities and requests for

clarification concerning specific
provisions in the standard were
reviewed and changes to clarify the
intent were incorporated into the
standard where appropriate. Comments
requesting clarification on issues not
specifically addressed in the technical
specifications, such as costs, policies,
agency roles and responsibilities have
been addressed and answered in a
document of Frequently Asked
Questions (FAQ). This document will be
published when the standard is
approved and will be maintained on
NIST’s Web pages in the PIV Project
Web site. Other comments noting
ambiguities dealing with
implementation of the standard will be
addressed in the implementation
guidance currently under development.

Comment: Technical issues were
raised concerning identity validation or
“proofing” to be performed when
initiating the issuance of a PIV Card,
and the graduated criteria from the least
secure to the most secure. These
protection features were required in
HSPD-12 to ensure flexibility in
selecting the appropriate level of
security for each application.

Response: The technical
specifications were modified based on
the comments received, while
maintaining a complete, coherent
standard, and including the required
graduated security levels of protection.
The specifications were modified to
allow for the use of a government-issued
document and a background check to
assure the identity of the individual to
whom a card would be issued. The
security features are provided within
the revised standard with technical
assurances, and are available for agency
use in selecting the appropriate level of
security, from some security to very
high security, for each form of identity
issued and for each application.

Comment: TechnicaFissues were
raised concerning the PIV Card interface
and the biometric specifications. Some
comments pointed out that the
requirement for two fingerprint images
and a facial image would occupy most
of the storage capabilities of the chip on
the card. Other comments pertained to
the number of fingerprints that should
be included on a PIV card, and
recommended the use of additional
biometric information.

Response: Since the storage of a facial
image of the applicant on the chip
would consume much of the electronic
memory of a PIV card, the specifications
were modified to require only two
fingerprint storage. The use of
fingerprint data provides a reliable and
secure means of automated
identification, and agencies are required

to put photographs of applicants on the
cards for a visual means of
identification. The use of a stored facial
image on the PIV card can be evaluated
in the future as card capacity increases.
Issues concerning the card interface and
the storage of personal information are
addressed in technical publications that
accompany FIPS 201, including draft
NIST Special Publication 800-73,
Integrated Circuit Card for Personal
Identity Verification, and other planned
Special Publications. Additionally, the
interface and formatting requirements
for biometric information are addressed
in draft NIST Special Publication 800—
76, Biometric Data Specification for
Personal Identity Verification. SP 800—
73 and SP 800-76 have been posted on
NIST’s web pages for public review and
comment [http://csrc.nist.gov/
publications/drafts.html]. The issuance
of recommendations for interfaces,
storage and formatting specifications in
Special Publications allows for
flexibility and adaptability as the
technology improves.

Comment: Issues were raised about
the card specifications, including the
use of certain authentication protocols.
Other issues concerned the topology, or
physical layout, of the card, and the
authority of agencies to select formats,
appearances of the card and special
security threats.

Response: Clarifications were made to
the text of the standard to make the
requirements for authentication
protocols more specific. The
authentication mechanisms that are
provided in the standard enable
agencies to implement methods
including visual identification, use of
biometric data, and use of asymmetric
keys, which help to establish the
agency’s confidence in the identity of a
cardholder presenting a PIV card. The
text was clarified to identify those areas
where agencies can have flexibility in
determining the format and appearance
of the card. The inclusion of a
photograph of a PIV cardholder is
mandatory. The use of an agency seal is
optional. Because of certain heightened
overseas threats an agency may issue
credentials that do not contain (or
otherwise do not fully support) the
wireless and/or biometric capabilities.

Comment: Issues were raised
concerning the secure administration of
the card-issuing system, including
processes for renewal of cards, for
making changes to the cards, for
protecting against fraud, counterfeiting,
and modification of cards, and for
including agency and personal
information on cards.

Response: These topics will be
addressed in the Frequently Asked
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Questions document that will be
available on NIST’s web pages when the
standard is issued, and in currently
available draft Special Publications, as
well as future NIST Special
Publications.

This action has been determined to be
significant under E.O. 12866.

Authority: In accordance with the
Information Technology Management Reform
Act of 1996 (Pub. L. 104-106) and the
Federal Information Security Management
Act (FISMA) of 2002 (Pub. L. 107-347), the
Secretary of Commerce is authorized to
approve Federal Information Processing
Standards (FIPS). Homeland Security
Presidential Directive (HSPD) 12 entitled
“Policy for a Common Identification
Standard for Federal Employees and
Contractors”, dated August 27, 2004, directed
the Secretary of Commerce to promulgate, by
February 27, 2005, a Government-wide
standard for secure and reliable forms of
identification to be issued by the Federal
Government to its employees and
contractors.

Dated: March 30, 2005.
Hratch G. Semerjian,
Acting Director, NIST.
[FR Doc. 05-7038 Filed 4-7-05; 8:45 am|
BILLING CODE 3510-CN-P

DEPARTMENT OF COMMERCE

National Oceanic and Atmospheric
Administration

[1.D. 040505C]

Western Pacific Fishery Management
Council; Public Meetings

AGENCY: National Marine Fisheries
Service (NMFS), National Oceanic and
Atmospheric Administration (NOAA),
Commerce.

ACTION: Notice of public meeting.

SUMMARY: The Western Pacific Fishery
Management Council (Council) will
hold its Bottomfish Plan Team (BPT)
meeting in Honolulu, HI. See
SUPPLEMENTARY INFORMATION for speciﬁc
times, dates, and agenda items.

DATES: The meeting of the PCPT will be
held on April 27 to 28, 2005, from 8:30
a.m. to 5 p.m.

ADDRESSES: The BPT meeting will be
held at the Western Pacific Fishery
Management Council Office, 1164
Bishop St., Suite 1400, Honolulu, HI
96813.

FOR FURTHER INFORMATION CONTACT:
Kitty M. Simonds, Executive Director;
telephone: (808)522-8220.
SUPPLEMENTARY INFORMATION: The BPT
will meet on April 27-28, 2005 to
discuss the following agenda items:

Wednesday, 27 April, 8:30 a.m.

1. Introduction and assign rapporteurs

2. 2004 Annual Report

a. Review 2004 Annual Report
modules and recommendations

d. 2004 Annual Report region-wide
recommendations

3. Overfishing/Overfished control
rules

a. Status of the Stock Report

b. Review recommendations from
Stock Assessment Workshop and report
on status

c. Overfishing control rule as applied
to Guam and Hawaii fisheries

d. Discussion and recommendations

Thursday, 28 April, 8:30 a.m.

4. Archepelagic Ecosystem-based
management plan

a. NMI Pilot Project

b. Report on ecosystem workshop

c. Discussion and recommendations

5. Hawaii Bottomfish management

a. National Ocean Service NWHI
Sanctuary Designation Process

b. Council Draft Regulations

c¢. Discussion and recommendations

6. Plan Team Recommendations

7. Other Business

The order in which agenda items are
addressed may change. Public comment
periods will be provided throughout the
agenda. The Plan Team will meet as late
as necessary to complete scheduled
business.

Although non-emergency issues not
contained in this agenda may come
before the Plan Team for discussion,
those issues may not be the subject of
formal action during these meetings.
Plan Team action will be restricted to
those issues specifically listed in this
document and any issue arising after
publication of this document that
requires emergency action under section
305(c) of the Magnuson-Stevens Fishery
Conservation and Management Act,
provided the public has been notified of
the Council’s intent to take final action
to address the emergency.

Special Accommodations

These meetings are physically
accessible to people with disabilities.
Requests for sign language
interpretation or other auxiliary aids
should be directed to Kitty M. Simonds,
(808)522-8220 (voice) or (808)522—-8226
(fax), at least 5 days prior to the meeting
date.

April 5, 2005.
Emily Menashes,

Acting Director, Office of Sustainable
Fisheries, National Marine Fisheries Service.

[FR Doc. E5-1639 Filed 4-7-05; 8:45 am]
BILLING CODE 3510-22-S

COMMITTEE FOR THE
IMPLEMENTATION OF TEXTILE
AGREEMENTS

Solicitation of Public Comments
Regarding Possible Safeguard Action
on Imports from China of Cotton Knit
shirts and Blouses

April 6, 2005.

AGENCY: The Committee for the
Implementation of Textile Agreements
(the Committee)

ACTION: Solicitation of public comments
regarding possible safeguard action on
imports from China of cotton knit shirts
and blouses, Category 338/339.

SUMMARY: The Committee has decided,
on its own initiative, to consider
whether imports of Chinese origin
cotton knit shirts and blouses, Category
338/339 are, due to market disruption,
threatening to impede the orderly
development of trade in these products.
The Committee is soliciting public
comments to assist it in considering this
issue and in determining whether
safeguard action is appropriate.
Comments may be submitted by any
interested person. Comments must be
received no later than May 9, 2005.
FOR FURTHER INFORMATION CONTACT: Jay
Dowling, Office of Textiles and Apparel,
U.S. Department of Commerce, (202)
482-4058.
SUPPLEMENTARY INFORMATION:

Authority: Section 204 of the Agriculture
Act of 1956, as amended; Executive Order
11651, as amended.

BACKGROUND:

The Report of the Working Party on
the Accession of China to the World
Trade Organization (Accession
Agreement) provides that, if a WTO
Member, such as the United States,
believes that imports of Chinese origin
textile and apparel products are, “due to
market disruption, threatening to
impede the orderly development of
trade in these products”, it may request
consultations with China with a view to
easing or avoiding the disruption.
Pursuant to this provision, if the United
States requests consultations with
China, it must, in the context of this
request, provide China with a detailed
factual statement showing (1) the
existence of market disruption; and (2)
the role of products of Chinese origin in
that disruption. Beginning on the date
that it receives such a request, China
must restrict its shipments to the United
States to a level no greater than 7.5
percent (6 percent for wool product
categories) above the amount entered
during the first 12 months of the most
recent 14 months preceding the request.
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On April 4, 2005, the Committee
decided, on its own initiative, to
consider whether imports of Chinese
origin cotton knit shirts and blouses,
Category 338/339 are, due to the
existence of market disruption,
threatening to impede the orderly
development of trade in these products.
See 68 FR 27787, May 21, 2003; 68 FR
494440, August 18, 2003.

The Committee is soliciting public
comments on this matter. It invites the
public to provide information and
analyses to assist the Committee in
considering whether market disruption
exists, and, if so, the role of imports
from China in that disruption. Such
information may include the following:
recent and historical data regarding the
U.S. market for cotton knit shirts and
blouses (including import and U.S.
production data); a description of how,
if at all, Chinese origin cotton knit shirts
and blouses have affected the domestic
industry, such as the effects of imports
from China on prices in the United
States; and any other pertinent
information. Any member of the public
who provides information to the
Committee should also indicate the
sources from which information
provided was obtained.

In providing comments, the public
may wish to consider the following data
which are available at website: http://
otexa.ita.doc.gov:

Category 338/339, Cotton knit shirts
and blouses (1,000 dozen)

Imports Imports S%ha{?g gf
Period from the from Imports

World China (E/o)
2002 265,158 2,848 1.1
2003 309,038 2,602 0.8
2004 322,212 2,816 0.9
Year-to- 83,663 518 0.6
date
March
2004
Year-to- 98,493 7,040 71
date
March
2005 1
Year- 310,814 2,448 0.8
ending
March
2004
Year- 337,042 9,338 2.8
ending
March
2005 1

1Includes preliminary data for 2005.

For purposes of clarification, the
Committee notes this is not a
solicitation for comments regarding any
possible “threat” of market disruption.

Comments may be submitted by any
interested person. Comments must be

received no later than May 9, 2005.
Interested persons are invited to submit
ten copies of such comments to the
Chairman, Committee for the
Implementation of Textile Agreements,
Room 3100A, U.S. Department of
Commerce, 14th and Constitution
Avenue N.W., Washington, DC 20230.

The Committee will protect any
business confidential information that is
marked “business confidential” from
disclosure to the full extent permitted
by law. To the extent that business
confidential information is provided,
two copies of a non-confidential version
must also be provided in which
business confidential information is
summarized or, if necessary, deleted.
Comments received, with the exception
of information marked ‘““business
confidential”, will be available for
inspection between Monday - Friday,
8:30 a.m and 5:30 p.m in the Trade
Reference and Assistance Center Help
Desk, Suite 800M, USA Trade
Information Center, Ronald Reagan
Building, 1300 Pennsylvania Avenue,
NW, Washington, DC, (202) 482-3433.

The Committee expects to make a
determination within 60 calendar days
of the close of the comment period as
to whether the United States will
request consultations with China. If,
however, the Committee is unable to
make a determination within 60
calendar days, it will cause to be
published a notice in the Federal
Register, including the date by which it
will make a determination. If the
Committee makes a negative
determination, it will cause this
determination and the reasons therefore
to be published in the Federal Register.
If the Committee makes an affirmative
determination that imports of Chinese
origin cotton knit shirts and blouses,
Category 338/339 are, due to market
disruption, threatening to impede the
orderly development of trade in these
products, the United States will request
consultations with China with a view to
easing such market disruption in
accordance with the Accession
Agreement and with the Committee’s
procedures.

James C. Leonard III,

Chairman, Committee for the Implementation
of Textile Agreements.
[FR Doc. 05-7254 Filed 4-06—05; 2:34 pm]

BILLING CODE 3510-DS

COMMITTEE FOR THE
IMPLEMENTATION OF TEXTILE
AGREEMENTS

Solicitation of Public Comments
Regarding Possible Safeguard Action
on Imports from China of Cotton and
Man-Made Fiber Underwear

April 6, 2005.

AGENCY: The Committee for the
Implementation of Textile Agreements
(the Committee)

ACTION: Solicitation of public comments
regarding possible safeguard action on
imports from China of cotton and man-
made fiber underwear, Category 352/
652.

SUMMARY: The Committee has decided,
on its own initiative, to consider
whether imports of Chinese origin
cotton and man-made fiber underwear,
Category 352/652 are, due to market
disruption, threatening to impede the
orderly development of trade in these
products. The Committee is soliciting
public comments to assist it in
considering this issue and in
determining whether safeguard action is
appropriate.

Comments may be submitted by any
interested person. Comments must be
received no later than May 9, 2005.

FOR FURTHER INFORMATION CONTACT: Jay
Dowling, Office of Textiles and Apparel,
U.S. Department of Commerce, (202)
482-4058.

SUPPLEMENTARY INFORMATION:

Authority: Section 204 of the Agriculture
Act of 1956, as amended; Executive Order
11651, as amended.

BACKGROUND:

The Report of the Working Party on
the Accession of China to the World
Trade Organization (Accession
Agreement) provides that, if a WTO
Member, such as the United States,
believes that imports of Chinese origin
textile and apparel products are, “due to
market disruption, threatening to
impede the orderly development of
trade in these products”, it may request
consultations with China with a view to
easing or avoiding the disruption.
Pursuant to this provision, if the United
States requests consultations with
China, it must, in the context of this
request, provide China with a detailed
factual statement showing (1) the
existence of market disruption; and (2)
the role of products of Chinese origin in
that disruption. Beginning on the date
that it receives such a request, China
must restrict its shipments to the United
States to a level no greater than 7.5
percent (6 percent for wool product
categories) above the amount entered
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during the first 12 months of the most
recent 14 months preceding the request.

On April 4, 2005, the Committee
decided, on its own initiative, to
consider whether imports of Chinese
origin cotton and man-made fiber
underwear, Category 352/652 are, due to
the existence of market disruption,
threatening to impede the orderly
development of trade in these products.
See 68 FR 27787, May 21, 2003; 68 FR
494440, August 18, 2003.

The Committee is soliciting public
comments on this matter. It invites the
public to provide information and
analyses to assist the Committee in
considering whether market disruption
exists, and, if so, the role of imports
from China in that disruption. Such
information may include the following:
recent and historical data regarding the
U.S. market for cotton and man-made
fiber underwear (including import and
U.S. production data); a description of
how, if at all, Chinese origin cotton and
man-made fiber underwear have
affected the domestic industry, such as
the effects of imports from China on
prices in the United States; and any
other pertinent information. Any
member of the public who provides
information to the Committee should
also indicate the sources from which
information provided was obtained.

In providing comments, the public
may wish to consider the following data
which are available at website: http://
otexa.ita.doc.gov:

Category 352/652, Cotton and man-
made fiber underwear (1,000 dozen)

Imports Imports S%ha{?g gf
Period from the from Imoorts

World China (E/o)
2002 242,402 4,446 1.8
2003 255,977 5,394 2.1
2004 268,287 5,211 1.9
Year-to- 57,451 1,256 2.2
date
March
2004
Year-to- 63,769 5,125 8.0
date
March
2005 1
Year- 254,897 5,570 2.2
ending
March
2004
Year- 274,605 9,080 3.3
ending
March
2005 1

1Includes preliminary data for 2005.

For purposes of clarification, the
Committee notes this is not a
solicitation for comments regarding any
possible “threat” of market disruption.

Comments may be submitted by any
interested person. Comments must be
received no later than May 9, 2005.
Interested persons are invited to submit
ten copies of such comments to the
Chairman, Committee for the
Implementation of Textile Agreements,
Room 3100A, U.S. Department of
Commerce, 14th and Constitution
Avenue N.W., Washington, DC 20230.

The Committee will protect any
business confidential information that is
marked ‘““business confidential” from
disclosure to the full extent permitted
by law. To the extent that business
confidential information is provided,
two copies of a non-confidential version
must also be provided in which
business confidential information is
summarized or, if necessary, deleted.
Comments received, with the exception
of information marked “business
confidential”, will be available for
inspection between Monday - Friday,
8:30 a.m and 5:30 p.m in the Trade
Reference and Assistance Center Help
Desk, Suite 800M, USA Trade
Information Center, Ronald Reagan
Building, 1300 Pennsylvania Avenue,
NW, Washington, DC, (202) 482-3433.

The Committee expects to make a
determination within 60 calendar days
of the close of the comment period as
to whether the United States will
request consultations with China. If,
however, the Committee is unable to
make a determination within 60
calendar days, it will cause to be
published a notice in the Federal
Register, including the date by which it
will make a determination. If the
Committee makes a negative
determination, it will cause this
determination and the reasons therefore
to be published in the Federal Register.
If the Committee makes an affirmative
determination that imports of Chinese
origin cotton and man-made fiber
underwear, Category 352/652 are, due to
market disruption, threatening to
impede the orderly development of
trade in these products, the United
States will request consultations with
China with a view to easing such market
disruption in accordance with the
Accession Agreement and with the
Committee’s procedures.

James C. Leonard III,

Chairman, Committee for the Implementation
of Textile Agreements.

[FR Doc. 05-7255 Filed 4-06-05; 2:34 pm]
BILLING CODE 3510-DS

COMMITTEE FOR THE
IMPLEMENTATION OF TEXTILE
AGREEMENTS

Solicitation of Public Comments
Regarding Possible Safeguard Action
on Imports from China of Cotton
Trousers

April 6, 2005.

AGENCY: The Committee for the
Implementation of Textile Agreements
(the Committee)

ACTION: Solicitation of public comments
regarding possible safeguard action on
imports from China of cotton trousers,
Category 347/348.

SUMMARY: The Committee has decided,
on its own initiative, to consider
whether imports of Chinese origin
cotton trousers, Category 347/348 are,
due to market disruption, threatening to
impede the orderly development of
trade in these products. The Committee
is soliciting public comments to assist it
in considering this issue and in
determining whether safeguard action is
appropriate.

Comments may be submitted by any
interested person. Comments must be
received no later than May 9, 2005.

FOR FURTHER INFORMATION CONTACT: Jay
Dowling, Office of Textiles and Apparel,
U.S. Department of Commerce, (202)
482-4058.

SUPPLEMENTARY INFORMATION:

Authority: Section 204 of the Agriculture
Act of 1956, as amended; Executive Order
11651, as amended.

BACKGROUND:

The Report of the Working Party on
the Accession of China to the World
Trade Organization (Accession
Agreement) provides that, if a WTO
Member, such as the United States,
believes that imports of Chinese origin
textile and apparel products are, “due to
market disruption, threatening to
impede the orderly development of
trade in these products”, it may request
consultations with China with a view to
easing or avoiding the disruption.
Pursuant to this provision, if the United
States requests consultations with
China, it must, in the context of this
request, provide China with a detailed
factual statement showing (1) the
existence of market disruption; and (2)
the role of products of Chinese origin in
that disruption. Beginning on the date
that it receives such a request, China
must restrict its shipments to the United
States to a level no greater than 7.5
percent (6 percent for wool product
categories) above the amount entered
during the first 12 months of the most
recent 14 months preceding the request.
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On April 4, 2005, the Committee
decided, on its own initiative, to
consider whether imports of Chinese
origin cotton trousers, Category 347/348
are, due to the existence of market
disruption, threatening to impede the
orderly development of trade in these
products. See 68 FR 27787, May 21,
2003; 68 FR 494440, August 18, 2003.

The Committee is soliciting public
comments on this matter. It invites the
public to provide information and
analyses to assist the Committee in
considering whether market disruption
exists, and, if so, the role of imports
from China in that disruption. Such
information may include the following:
recent and historical data regarding the
U.S. market for cotton trousers
(including import and U.S. production
data); a description of how, if at all,
Chinese origin cotton trousers have
affected the domestic industry, such as
the effects of imports from China on
prices in the United States; and any
other pertinent information. Any
member of the public who provides
information to the Committee should
also indicate the sources from which
information provided was obtained.

In providing comments, the public
may wish to consider the following data
which are available at website: http://
otexa.ita.doc.gov:

Category 347/348, Cotton trousers
(1,000 dozen)

Imports Imports S’Chha:?: gf
Period from the from Imoorts

World China (E/o)
2002 140,305 2,787 2.0
2003 154,903 2,476 1.6
2004 149,307 2,184 15
Year-to- 41,032 406 1.0
date
March
2004
Year-to- 47,860 6,583 13.8
date
March
2005 1
Year- 151,619 2,026 1.3
ending
March
2004
Year- 156,134 8,361 5.4
ending
March
2005 1

1Includes preliminary data for 2005.

For purposes of clarification, the
Committee notes this is not a
solicitation for comments regarding any
possible “threat” of market disruption.

Comments may be submitted by any
interested person. Comments must be
received no later than May 9, 2005.
Interested persons are invited to submit

ten copies of such comments to the
Chairman, Committee for the
Implementation of Textile Agreements,
Room 3100A, U.S. Department of
Commerce, 14th and Constitution
Avenue N.W., Washington, DC 20230.

The Committee will protect any
business confidential information that is
marked “business confidential” from
disclosure to the full extent permitted
by law. To the extent that business
confidential information is provided,
two copies of a non-confidential version
must also be provided in which
business confidential information is
summarized or, if necessary, deleted.
Comments received, with the exception
of information marked ‘“business
confidential”, will be available for
inspection between Monday - Friday,
8:30 a.m and 5:30 p.m in the Trade
Reference and Assistance Center Help
Desk, Suite 800M, USA Trade
Information Center, Ronald Reagan
Building, 1300 Pennsylvania Avenue,
NW, Washington, DC, (202) 482-3433.

The Committee expects to make a
determination within 60 calendar days
of the close of the comment period as
to whether the United States will
request consultations with China. If,
however, the Committee is unable to
make a determination within 60
calendar days, it will cause to be
published a notice in the Federal
Register, including the date by which it
will make a determination. If the
Committee makes a negative
determination, it will cause this
determination and the reasons therefore
to be published in the Federal Register.
If the Committee makes an affirmative
determination that imports of Chinese
origin cotton trousers, Category 347/348
are, due to market disruption,
threatening to impede the orderly
development of trade in these products,
the United States will request
consultations with China with a view to
easing such market disruption in
accordance with the Accession
Agreement and with the Committee’s
procedures.

James C. Leonard III,

Chairman, Committee for the Implementation
of Textile Agreements.

[FR Doc. 05-7256 Filed 4-6-05; 2:34 pm]
BILLING CODE 3510-DS

CORPORATION FOR NATIONAL AND
COMMUNITY SERVICE

Senior Corps; Schedule of Income
Eligibility Levels

AGENCY: Corporation for National and
Community Service.

ACTION: Notice.

SUMMARY: This Notice revises the
schedules of income eligibility levels for
participation in the Foster Grandparent
Program (FGP) and the Senior
Companion Program (SCP) of the
Corporation for National and
Community Service, published in 69 FR
16527-16529, March 30, 2004.

DATES: These guidelines are effective as
of March 1, 2005.

FOR FURTHER INFORMATION CONTACT:
Corporation for National and
Community Service, Peter L. Boynton,
Senior Program Officer, Senior Corps,
1201 New York Avenue, NW.,
Washington, DC 20525, by telephone at
(202) 606-5000, ext. 554, or e-mail:
seniorfeedback@cns.gov.

SUPPLEMENTARY INFORMATION: The
revised schedules are based on changes
in the Poverty Guidelines issued by the
Department of Health and Human
Services (DHHS), published in 70 FR
8373-8375, February 18, 2005. In
accordance with program regulations,
the income eligibility level for each
State, Puerto Rico, the Virgin Islands
and the District of Columbia is 125
percent of the DHHS Poverty
Guidelines, except in those areas
determined by the Corporation to be of
higher cost of living. In such instances,
the guidelines shall be 135 percent of
the DHHS Poverty levels (See attached
list of High Cost Areas). The level of
eligibility is rounded to the next higher
multiple of $5.00

In determining income eligibility,
consideration should be given to the
following, as set forth in 45 CFR 2551—
2553 dated October 1, 1999, as amended
per the Federal Register, Vol. 67, No.
188, Friday, September 27, 2002, Vol.
69, No.72, Wednesday, April 14, 2004,
and Vol. 69, No. 75, Monday, April 19,
2004.

Allowable medical expenses are
annual out-of-pocket expenses for
health insurance premiums, health care
services, and medications provided to
the applicant, enrollee, or spouse and
were not and will not be paid for by
Medicare, Medicaid, other insurance, or
by any other third party, and must not
exceed 50 percent of the applicable
Corporation income guideline.

Annual income is counted for the past
12 months, for serving SCP and FGP
volunteers, and is projected for the
subsequent 12 months, for applicants to
become SCP and FGP volunteers, and
includes: The applicant or enrollee’s
income and the applicant or enrollee’s
spouse’s income, if the spouse lives in
the same residence. Sponsors must
count the value of shelter, food, and
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clothing, if provided at no cost to the
applicant, enrollee or spouse. Any
person whose income is not more than

100 percent of the DHHS Poverty
Guideline for her/his specific family

for participation in the Foster
Grandparent and Senior Companion

unit shall be given special consideration Programs:

2005 FGP/SCP INCOME ELIGIBILITY LEVELS

[Based on 125 percent of DHHS poverty guidelines]

States

Family units of

One

Two Three Four

All, except High Cost Areas, Alaska & Hawaii

$11,965

$16,040 $20,115 $24,190

For family units with more than four members, add $4,075 for each additional member in all States except designated High Cost Areas, Alaska

and Hawaii.

2005 FGP/SCP INCOME ELIGIBILITY LEVELS FOR HIGH COST AREAS

[Based on 135 percent of DHHS poverty guidelines]

Family units of
States
One Two Three Four
All, except Alaska & Hawaii $12,920 $17,325 $21,725 $26.125
Alaska ......cocoeeevevieiiieeeenen. 16,135 21,645 27,015 32,660
HAWAIT ettt ettt e et e et te e e te e et e e beesaaaeas 14,865 19,930 24,990 30,055

For family units with more than four members, add: $4,405 for all areas, $5,510 for Alaska, and $5,065 for Hawaii, for each additional member.

The income eligibility levels specified
above are based on 135 percent of the
DHHS poverty guidelines and are
applicable to the following high cost
metropolitan statistical areas and
primary metropolitan statistical areas:

High Cost Areas

(Including all Counties/Locations
Included in that Area as Defined by the
Office of Management and Budget)

Alaska
(All Locations)

California

Inyo Mono County

Los Angeles/Compton/San Gabriel/Long
Beach/Hawthorne (Los Angeles
County)

Santa Barbara/Santa Maria/Lompoc
(Santa Barbara County)

Santa Cruz/Watsonville (Santa Cruz
County)

Santa Rosa/Petaluma (Sonoma County)

San Diego/El Cajon (San Diego County)

San Jose/Los Gatos (Santa Clara County)

San Francisco/San Rafael (Marin
County)

San Francisco/Redwood City (San
Mateo County)

San Francisco (San Francisco County)

Oakland/Berkeley (Alameda County)

Oakland/Martinez (Contra Costa
County)

Anaheim/Santa Ana (Orange County)

Oxnard/Ventura (Ventura County)

Connecticut
Stamford (Fairfield)

District of Columbia/Maryland/Virginia

District of Columbia and surrounding
Counties in Maryland and Virginia.

MD Counties: Anne Arundel, Calvert,
Charles, Cecil, Frederick, Howard,
Montgomery, Prince George’s, and
Queen Anne’s Counties

VA Counties: Arlington, Fairfax,
Loudoun, Prince William, Stafford,
Alexandria City, Fairfax City, Falls
Church City, Manassas City, and
Manassas Park City

Hawaii
(All Locations)
Illinois

Chicago/Des Plaines/Oak Park/
Wheaton/Woodstock (Cook, DuPage
and McHenry Counties)

Lake County

Massachusetts

Barnstable (Barnstable)

Edgartown (Dukes)

Boston/Malden (Essex, Norfolk,
Plymouth, Middlesex and Suffolk
Counties)

Worcester (Worcester City)

Brockton/Wellesley/Braintree/Boston
(Norfolk County)

Dorchester/Boston (Suffolk County)

Worcester (City) (Worcester County)

New Jersey

Bergen/Passaic/Patterson (Bergen and
Passaic Counties)
Jersey City (Hudson)

Middlesex/Somerset/Hunterdon
(Hunterdon, Middlesex and Somerset
Counties)

Monmouth/Ocean/Spring Lake
(Monmouth and Ocean Counties)

Newark/East Orange (Essex, Morris,
Sussex and Union Counties)

Trenton (Mercer County)
New York

Nassau/Suffolk/Long Beach/Huntington
(Suffolk and Nassau Counties)

New York/Bronx/Brooklyn (Bronx,
King, New York, Putnam, Queens,
Richmond and Rockland Counties)

Westchester/White Plains/Yonkers/
Valhalla (Westchester County)

Ohio

Medina/Lorain/Elyria (Medina/Lorain
County)

Pennsylvania

Philadelphia/Doylestown/West Chester/
Media/Norristown (Bucks, Chester,
Delaware, Montgomery and
Philadelphia Counties)

Washington

Seattle (King County)
Wyoming

(All Locations)

The revised income eligibility levels
presented here are calculated from the
base DHHS Poverty Guidelines now in
effect as follows:



Federal Register/Vol. 70, No. 67 /Friday, April 8, 2005/ Notices 17983
2005 DHHS POVERTY GUIDELINES FOR ALL STATES
Family Units of
States
One Two Three Four
All, except Alaska & HaWali .......covvieriiiiiiiiii e $9,570 $12,830 $16,090 $19,350
P E= 1= = 11,950 16,030 20,010 24,190
HAWEIT ©evviiiiiiiiiii e e e e s e e e e e s e e e e e e e e e e e e e e e e e e e e e e e eaaaaaaaaaaaaaes 11,010 14,760 18,510 22,260

For family units with more than four members, add: $3,260 for all areas, $4,080 for Alaska, and $3,750 for Hawaii, for each additional

member.

Authority: These programs are authorized
pursuant to 42 U.S.C. 5011 and 5013 of the
Domestic Volunteer Service Act of 1973, as
amended. The income eligibility levels are
determined by the current guidelines
published by DHHS pursuant to Sections 652
and 673(2) of the Omnibus Budget
Reconciliation Act of 1981 which requires
poverty guidelines to be adjusted for
Consumer Price Index changes.

Dated: April 4, 2005.
Tess Scannell,
Director, Senior Corps.
[FR Doc. 05-6983 Filed 4-7-05; 8:45 am|
BILLING CODE 6050-$$—P

DEPARTMENT OF DEFENSE
[OMB Control Number 0704-0187]

Information Collection Requirement;
Defense Federal Acquisition
Regulation Supplement; DoD
Acquisition Process (Solicitation
Phase)

AGENCY: Department of Defense (DoD).
ACTION: Notice and request for
comments regarding a proposed
extension of an approved information
collection requirement.

SUMMARY: In compliance with section
3506(c)(2)(A) of the Paperwork
Reduction Act of 1995 (44 U.S.C.
Chapter 35), DoD announces the
proposed extension of a public
information collection requirement and
seeks public comment on the provisions
thereof. DoD invites comments on: (a)
Whether the proposed collection of
information is necessary for the proper
performance of the functions of DoD,
including whether the information will
have practical utility; (b) the accuracy of
the estimate of the burden of the
proposed information collection; (c)
ways to enhance the quality, utility, and
clarity of the information to be
collected; and (d) ways to minimize the
burden of the information collection on
respondents, including the use of
automated collection techniques or
other forms of information technology.
The Office of Management and Budget
(OMB) has approved this information
collection requirement for use through

December 31, 2005. DoD proposes that
OMB extend its approval for use
through December 31, 2008.

DATES: DoD will consider all comments
received by June 7, 2005.

ADDRESSES: You may submit comments,
identified by OMB Control Number
0704-0187, using any of the following
methods:

¢ Defense Acquisition Regulations
Web Site: http://emissary.acq.osd.mil/
dar/dfars.nsf/pubcomm. Follow the
instructions for submitting comments.

e E-mail: dfars@osd.mil. Include
OMB Control Number 0704-0187 in the
subject line of the message.

e Fax: (703) 602—0350.

e Mail: Defense Acquisition
Regulations Council, Attn: Ms. Amy
Williams, OUSD (AT&L) DPAP (DAR),
IMD 3C132, 3062 Defense Pentagon,
Washington, DC 20301-3062.

e Hand Delivery/Courier: Defense
Acquisition Regulations Council,
Crystal Square 4, Suite 200A, 241 18th
Street, Arlington, VA 22202-3402.

All comments received will be posted
to http://emissary.acq.osd.mil/dar/
dfars.nsf.

FOR FURTHER INFORMATION CONTACT: Ms.
Amy Williams, (703) 602—0328. The
information collection requirements
addressed in this notice are available
electronically on the Internet at: http://
www.acq.osd.mil/dpap/dfars/
index.htm. Paper copies are available
from Ms. Amy Williams, OUSD (AT&L)
DPAP (DAR), IMD 3C132, 3062 Defense
Pentagon, Washington, DC 20301-3062.
SUPPLEMENTARY INFORMATION: Title and
OMB Number: Information Collection in
Support of the DoD Acquisition Process
(Solicitation Phase), OMB Control
Number 0704-0187.

Needs and Uses: This information
collection requirement pertains to
information that an offeror must submit
to DoD in response to a request for
proposals or an invitation for bids. DoD
uses this information to evaluate offers;
determine whether the offered price is
fair and reasonable; and determine
which offeror to select for contract
award. DoD also uses this information
in determining whether to provide
precious metals as Government-

furnished material; whether to accept
alternate preservation, packaging, or
packing; and whether to trade in
existing personal property toward the
purchase of new items.

Affected Public: Businesses or other
for-profit and not-for-profit institutions.

Annual Burden Hours: 330,718.

Number of Respondents: 5,608.

Responses Per Respondent:
Approximately 6.

Annual Responses: 34,567.

Average Burden Per Response: 9.6
hours.

Frequency: On occasion.

Summary of Information Collection

This information collection pertains
to information, not separately covered
by another OMB clearance, that an
offeror must submit to DoD in response
to a request for proposals or an
invitation for bids. In particular, the
information collection covers the
following DFARS requirements:

e 217.70, Exchange of Personal
Property. Section 217.7004, paragraph
(a), of this subpart requires that
solicitations that contemplate exchange
(trade-in) of personal property, and
application of the exchange allowance
to the acquisition of similar property,
must include a request for offerors to
state prices for the new items being
acquired both with and without any
exchange allowance.

e 217.72, Bakery and Dairy Products.
Section 217.7201, paragraph (b)(2), of
this subpart requires a contractor’s list
of cabinet equipment in the Schedule of
the contract, when the contractor is
required to furnish its own cabinets for
dispensing milk from bulk containers.

e 217.74, Undefinitized Contract
Actions. Unless an exception in
217.7404-5 of this subpart applies,
paragraph (b) of 217.7404-3 requires the
contractor to submit a qualifying
proposal in accordance with the
definitization schedule of the
undefinitized contract action. A
“qualifying proposal” is defined in
paragraph (c) of 217.7401 as a proposal
containing sufficient information for
DoD to do complete and meaningful
analyses and audits of the information
in the proposal and any other
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information that the contracting officer
has determined that DoD needs to
review in connection with the contract.

e 217.75, Acquisition of
Replenishment Parts. Paragraph (d) of
217.7504 of this subpart permits
contracting officers to include, in sole-
source solicitations for replenishment
parts, a provision requiring an offeror to
supply, with its proposal, price and
quantity data on any Government orders
for the replenishment part issued within
the most recent 12 months.

e 252.208-7000, Intent to Furnish
Precious Metals as Government-
Furnished Material. Paragraph (b) of this
clause requires an offeror to cite the
type and quantity of precious metals
required in the performance of the
contract. Paragraph (c) requires the
offeror to submit two prices for each
deliverable item that contains precious
metals: One based on the Government
furnishing the precious metals, and the
other based on the contractor furnishing
the precious metals.

e 252.209-7001, Disclosure of
Ownership or Control by the
Government of a Terrorist Country.
Paragraph (c) of this provision requires
an offeror to provide a disclosure with
its offer if the government of a terrorist
country has a significant interest in the
offeror, in a subsidiary of the offeror, or
in a parent company of which the
offeror is a subsidiary.

e 252.211-7004, Alternate
Preservation, Packaging, and Packing.
Paragraph (b) of this provision requires
an offeror to submit information
sufficient to allow evaluation of any
alternate preservation, packaging, or
packing proposed by the offeror.

e 252.226-7000, Notice of Historically
Black College or University and Minority
Institution Set-Aside. Paragraph (c)(2) of
this clause requires that, upon request of
the contracting officer, the offeror will
provide evidence prior to award that the
Secretary of Education has determined
the offeror to be a historically black
college or university or minority
institution.

e 252.237-7000, Notice of Special
Standards of Responsibility. Paragraph
(c) of this provision requires the
apparently successful offeror, under a
solicitation for audit services, to give the
contracting officer evidence that it is
licensed by the cognizant licensing
authority in the State or other political
jurisdiction where the offeror operates
its professional practice.

Michele P. Peterson,

Editor, Defense Acquisition Regulations
System.

[FR Doc. 05-7084 Filed 4—-7—-05; 8:45 am|
BILLING CODE 5001-08-P

DEPARTMENT OF EDUCATION

Submission for OMB Review;
Comment Request

AGENCY: Department of Education.

SUMMARY: The Leader, Information
Management Case Services Team,
Regulatory Information Management
Services, Office of the Chief Information
Officer invites comments on the
submission for OMB review as required
by the Paperwork Reduction Act of
1995.

DATES: Interested persons are invited to
submit comments on or before May 9,
2005.

ADDRESSES: Written comments should
be addressed to the Office of
Information and Regulatory Affairs,
Attention: Carolyn Lovett, Desk Officer,
Department of Education, Office of
Management and Budget, 725 17th
Street, NW., Room 10235, New
Executive Office Building, Washington,
DC 20503 or faxed to (202) 395-6974.

SUPPLEMENTARY INFORMATION: Section
3506 of the Paperwork Reduction Act of
1995 (44 U.S.C. Chapter 35) requires
that the Office of Management and
Budget (OMB) provide interested
Federal agencies and the public an early
opportunity to comment on information
collection requests. OMB may amend or
waive the requirement for public
consultation to the extent that public
participation in the approval process
would defeat the purpose of the
information collection, violate State or
Federal law, or substantially interfere
with any agency’s ability to perform its
statutory obligations. The Leader,
Information Management Case Services
Team, Regulatory Information
Management Services, Office of the
Chief Information Officer, publishes that
notice containing proposed information
collection requests prior to submission
of these requests to OMB. Each
proposed information collection,
grouped by office, contains the
following: (1) Type of review requested,
e.g. new, revision, extension, existing or
reinstatement; (2) title; (3) summary of
the collection; (4) description of the
need for, and proposed use of, the
information; (5) respondents and
frequency of collection; and (6)
reporting and/or recordkeeping burden.
OMB invites public comment.

Dated: April 4, 2005.
Angela C. Arrington,
Leader, Information Management Case
Services Team, Regulatory Information
Management Services, Office of the Chief
Information Officer.

Office of Postsecondary Education

Type of Review: Reinstatement.

Title: The Application for Grants for
the Center for International Business
Education Program.

Frequency: Awarded every four years.

Affected Public: Individuals or
household.

Reporting and Recordkeeping Hour
Burden: Responses, 50. Burden Hours,
1,133.

Abstract: This Program authorizes
grants to institutions of higher
education to establish Centers for
International Business Education.

Requests for copies of the submission
for OMB review; comment request may
be accessed from http://
edicsweb.ed.gov, by selecting the
“Browse Pending Collections” link and
by clicking on link number 2734. When
you access the information collection,
click on “Download Attachments “to
view. Written requests for information
should be addressed to U.S. Department
of Education, 400 Maryland Avenue,
SW., Potomac Center, 9th Floor,
Washington, DC 20202-4700. Requests
may also be electronically mailed to the
Internet address OCIO_RIMG@ed.gov or
faxed to 202—-245—6621. PLEASE SPECIFY
THE COMPLETE TITLE OF THE INFORMATION
COLLECTION WHEN MAKING YOUR REQUEST.

Comments regarding burden and/or
the collection activity requirements
should be directed to Joseph Schubart at
his e-mail address Joe.Schubart@ed.gov.
Individuals who use a
telecommunications device for the deaf
(TDD) may call the Federal Information
Relay Service (FIRS) at 1-800-877—
8339.

[FR Doc. 05-6999 Filed 4-7-05; 8:45 am]
BILLING CODE 4000-01-P

DEPARTMENT OF EDUCATION

Office of Safe and Drug-Free Schools-
Alcohol and Other Drug

Prevention Models on College
Campuses

AGENCY: Office of Safe and Drug-Free
Schools, Department of Education.
ACTION: Notice of proposed priority and
eligibility requirements.

SUMMARY: We propose a priority and
eligibility requirements under the
Alcohol and Other Drug Prevention
Models on College Campuses grant
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competition. We may use the priority
and eligibility requirements for
competitions in FY 2005 and later years.

DATES: We must receive your comments
on or before May 9, 2005.

ADDRESSES: Address all comments about
the proposed priority and eligibility
requirements to Vera Messina, U.S.
Department of Education, 400 Maryland
Avenue, SW., Room 3E258, Washington,
DC 20202-6450. If you prefer to send
your comments through the Internet,
please use the following address:
vera.messina@ed.gov.

You must include the phrase
“Alcohol and Other Drug Prevention
Models-Comments on FY 2005
Proposed Priority” in the subject line of
your electronic message.

FOR FURTHER INFORMATION CONTACT: Vera
Messina (202) 260-8273 or Ruth Tringo
(202) 260-2838.

If you use a telecommunications
device for the deaf (TDD), you may call
the Federal Relay Service (FRS) at 1—
800-877-8339.

Individuals with disabilities may
obtain this document in an alternative
format (e.g., Braille, large print,
audiotape, or computer diskette) on
request to the contact person listed
under FOR FURTHER INFORMATION
CONTACT.

SUPPLEMENTARY INFORMATION:
Invitation to Comment

We invite you to submit comments
regarding the proposed priority and
eligibility requirements. To ensure that
your comments have maximum effect in
developing the notice of final priority
and eligibility requirements, we urge
you to identify clearly whether your
comment addresses the proposed
priority or the eligibility requirements.

We invite you to assist us in
complying with the specific
requirements of Executive Order 12866
and its overall requirement of reducing
regulatory burden that might result from
the proposed priority and eligibility
requirements. Please let us know of any
further opportunities we should take to
reduce potential costs or increase
potential benefits while preserving the
effective and efficient administration of
the program.

During and after the comment period,
you may inspect all public comments
about the proposed priority and
eligibility requirements in room 3E258,
400 Maryland Avenue, SW.,
Washington, DC, between the hours of
8:30 a.m. and 4 p.-m., eastern time,
Monday through Friday of each week
except Federal holidays.

Assistance to Individuals With
Disabilities in Reviewing the
Rulemaking Record

On request, we will supply an
appropriate aid, such as a reader or
print magnifier, to an individual with a
disability who needs assistance to
review the comments or other
documents in the public rulemaking
record for this notice. If you want to
schedule an appointment for this type of
aid, please contact the person listed
under FOR FURTHER INFORMATION
CONTACT.

Proposed Priority and Eligibility
Requirements

We will announce the final priority
and eligibility requirements in a notice
in the Federal Register. We will
determine the final priority and
eligibility requirements after
considering responses to this notice and
other information available to the
Department. This notice does not
preclude us from proposing or using
additional priorities or eligibility
requirements subject to meeting
applicable rulemaking requirements.

Background

Recent research confirms that the
United States continues to have major
problems associated with alcohol and
other drug use on college campuses.
Based on 2004 data from the Monitoring
the Future study, approximately 39
percent of the Nation’s college students
engaged in heavy drinking (defined as
five or more drinks in a row) in the
previous two weeks. The Core Institute
2003 Statistics on Alcohol and Other
Drug Use on American Campuses report
found that nearly 71 percent of
underage students used alcohol and
more than 21 percent of all students
used an illicit drug within the 30 days
prior to taking the survey.

Survey data also indicate that
drinking alcohol has, frequently, very
negative consequences for college
students. On the 2003 Core Institute
survey, more than 32 percent of
students reported that, in the year prior
to the survey, they had gotten into an
argument or fight as a result of their
drinking, almost 30 percent reported
that they had driven a car under the
influence, almost 34 percent reported
that they had missed a class because of
their drinking, and almost 40 percent
reported that they had done “something
I later regretted” because of their
drinking.

The Department of Education seeks to
support projects that address high-risk
drinking and drug use and that can
become practical models for replication

and adaptation in other college
communities. The goals of this
competition are to identify models of
effective campus-based alcohol and
other drug prevention programs and
disseminate information about these
programs to other colleges and
universities where similar efforts may
be adopted.

Proposed Priority

Under this priority the Department
would provide funding to Institutions of
Higher Education (IHEs) that have been
implementing effective alcohol and
other drug prevention programs on their
campuses. An IHE that receives funding
under this priority must identify,
enhance, further evaluate, and
disseminate information about an
effective alcohol or other drug
prevention program being implemented
on its campus. To meet the priority,
applicants must provide in their
application—

(1) A description of an alcohol or
other drug prevention program that has
been implemented for at least two full
academic years on the applicant’s
campus;

(2) Evidence of the effectiveness of the
program on the applicant’s campus;

(3) A plan to enhance and further
evaluate the program during the project
period; and

(4) A plan to disseminate information
to assist other IHEs in implementing a
similar program.

Proposed Eligibility Requirements

We propose that only institutions of
higher education (IHEs) that offer an
associate or baccalaureate degree will be
eligible under this program.
Additionally, to be eligible, an IHE must
not have received an award under this
grant competition (CFDA 84.184N)
during the previous five fiscal years
(fiscal years 2000 through 2004).

Executive Order 12866

This notice of proposed priority and
eligibility requirements has been
reviewed in accordance with Executive
Order 12866. Under the terms of the
order, we have assessed the potential
costs and benefits of this regulatory
action.

The potential costs associated with
the notice of proposed priority and
eligibility requirements are those
resulting from statutory requirements
and those we have determined as
necessary for administering this
program effectively and efficiently.

In assessing the potential costs and
benefits—both quantitative and
qualitative—of this notice of proposed
priority and eligibility requirements, we
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have determined that the benefits of the
proposed priority and eligibility
requirements justify the costs.

Intergovernmental Review

This program is subject to Executive
Order 12372 and the regulations in 34
CFR part 79. One of the objectives of the
Executive order is to foster an
intergovernmental partnership and a
strengthened federalism. The Executive
order relies on processes developed by
State and local governments for
coordination and review of proposed
Federal financial assistance.

This document provides early
notification of our specific plans and
actions for this program.

Electronic Access to This Document

You may view this document, as well
as all other Department of Education
documents published in the Federal
Register, in text or Adobe Portable
Document Format (PDF) on the Internet
at the following site: http://www.ed.gov/
news/fedregister.

To use PDF, you must have Adobe
Acrobat Reader, which is available free
at this site. If you have questions about
using PDF, call the U.S. Government
Printing Office (GPO) toll free at 1-888—
293-6498; or in the Washington, DC
area at (202) 512—-1530.

Note: The official version of this document
is the document published in the Federal
Register. Free Internet access to the official
edition of the Federal Register and the Code
of Federal Regulations is available on GPO
Access at: http://www.gpoaccess.gov/
index.html.

(Catalog of Federal Domestic Assistance
Number: 84.184N Office of Safe and Drug-
Free Schools-Alcohol and Other Drug
Prevention Models on College Campuses)

Program Authority: 20 U.S.C. 7131.
Dated: April 5, 2005.
Deborah A. Price,

Assistant Deputy Secretary for Safe and Drug-
Free Schools.

[FR Doc. 05-7085 Filed 4—-7—-05; 8:45 am|
BILLING CODE 4000-01-P

DEPARTMENT OF ENERGY

Notice of Availability of Draft Section
3116 Determination for Salt Waste
Disposal at the Savannah River Site;
Correction

AGENCY: Office of Environmental
Management, Department of Energy.
ACTION: Notice of availability;
correction.

SUMMARY: The Department of Energy
(DOE) published in the Federal Register
on Friday, April 1, 2005, a notice of

availability of a draft section 3116
determination for the disposal of
separated, solidified, low-activity salt
waste at the Savannah River Site (SRS)
near Aiken, South Carolina. The notice
contained an incorrect internet address.
As aresult, the period for submitting
public comments will be extended.

Correction

In the Federal Register of April 1,
2005, Vol. 70, on page 16809, in the
third column, correct the DATES heading
to read:

DATES: The comment period will end on
May 20, 2005. Comments received after
this date will be considered to the
extent practicable.

In the ADDRESSES heading, 3rd line,
the Internet address is corrected to read:
http://apps.em.doe.gov/swd.

Issued in Washington, DC on April 4, 2005.

Charles Anderson,

Environmental Management.

[FR Doc. 05-7027 Filed 4—7-05; 8:45 am]
BILLING CODE 6450-01-P

DEPARTMENT OF ENERGY

Federal Energy Regulatory
Commission

[Docket No. EL05-72-000]

Dynegy Midwest Generation, Inc.;
Notice of Institution of Proceeding and
Refund Effective Date

April 1, 2005.

On March 25, 2005, the Commission
issued an order initiating a proceeding
in Docket No. EL05-72—000 under
section 206 of the Federal Power Act
concerning the continued justness and
reasonableness of Dynegy Midwest
Generation, Inc.’s previously-accepted
rate schedule for reactive power
services. Dynegy Midwest Generation,
Inc. 110 FERC {61,358 (2005).

The refund effective date in Docket
No. EL05-72-000, established pursuant
to section 206 of the Federal Power Act,
will be 60 days following publication of
this notice in the Federal Register.

Magalie R. Salas,

Secretary.

[FR Doc. E5-1628 Filed 4—-7-05; 8:45 am]|
BILLING CODE 6717-01-P

DEPARTMENT OF ENERGY

Federal Energy Regulatory
Commission

[Docket Nos. ER05-557-000 and ER05-557—
001]

Grant Energy, Inc.; Notice of Issuance
of Order

April 1, 2005.

Grant Energy, Inc. (Grant) filed an
application for market-based rate
authority, with an accompanying rate
tariff. The proposed rate tariff provides
for purchase and sale of electricity at
market-based rates. Grant also requested
waiver of various Commission
regulations. In particular, Grant
requested that the Commission grant
blanket approval under 18 CFR part 34
of all future issuances of securities and
assumptions of liability by Grant.

On March 30, 2005, pursuant to
delegated authority, the Director,
Division of Tariffs and Market
Development—South, granted the
request for blanket approval under Part
34. The Director’s order also stated that
the Commission would publish a
separate notice in the Federal Register
establishing a period of time for the
filing of protests. Accordingly, any
person desiring to be heard or to protest
the blanket approval of issuances of
securities or assumptions of liability by
Grant should file a motion to intervene
or protest with the Federal Energy
Regulatory Commission, 888 First
Street, NE., Washington, DC 20426, in
accordance with Rules 211 and 214 of
the Commission’s Rules of Practice and
Procedure. 18 CFR 385.211, 385.214
(2004).

Notice is hereby given that the
deadline for filing motions to intervene
or protest is April 29, 2005.

Absent a request to be heard in
opposition by the deadline above, Grant
is authorized to issue securities and
assume obligations or liabilities as a
guarantor, indorser, surety, or otherwise
in respect of any security of another
person; provided that such issuance or
assumption is for some lawful object
within the corporate purposes of Grant,
compatible with the public interest, and
is reasonably necessary or appropriate
for such purposes.

The Commission reserves the right to
require a further showing that neither
public nor private interests will be
adversely affected by continued
approval of Grant’s issuances of
securities or assumptions of liability.

Copies of the full text of the Director’s
Order are available from the
Commission’s Public Reference Room,
888 First Street, NE., Washington, DC
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20426. The Order may also be viewed
on the Commission’s Web site at
http://www.ferc.gov, using the eLibrary
link. Enter the docket number excluding
the last three digits in the docket
number filed to access the document.
Comments, protests, and interventions
may be filed electronically via the
internet in lieu of paper. See, 18 CFR
385.2001(a)(1)(iii) and the instructions
on the Commission’s Web site under the
“e-Filing” link. The Commission
strongly encourages electronic filings.

Magalie R. Salas,
Secretary.

[FR Doc. E5—-1630 Filed 4-7-05; 8:45 am]
BILLING CODE 6717-01-P

DEPARTMENT OF ENERGY

Federal Energy Regulatory
Commission

[Docket No. RP05-242-000]

Great Lakes Gas Transmission
Limited; Notice of Proposed Changes
in FERC Gas Tariff

April 1, 2005.

Take notice that on March 24, 2005,
Great Lakes Gas Transmission Limited
Partnership (Great Lakes) tendered for
filing as part of its FERC Gas Tariff,
Second Revised Volume No. 1, the
following tariff sheets, to become
effective May 1, 2005:

Third Revised Sheet No. 50B
Eighth Revised Sheet No. 84
Fourth Revised Sheet No. 86A

Great Lakes states that these tariff
sheets are being filed to remove the
tariff provision implementing the CIG/
Granite State discount policy. Great
Lakes further states that none of the
proposed changes will affect any of
Great Lakes currently effective rates and
charges.

Any person desiring to intervene or to
protest this filing must file in
accordance with Rules 211 and 214 of
the Commission’s Rules of Practice and
Procedure (18 CFR 385.211 and
385.214). Protests will be considered by
the Commission in determining the
appropriate action to be taken, but will
not serve to make protestants parties to
the proceeding. Any person wishing to
become a party must file a notice of
intervention or motion to intervene, as
appropriate. Such notices, motions, or
protests must be filed in accordance
with the provisions of Section 154.210
of the Commission’s regulations (18 CFR
154.210). Anyone filing an intervention
or protest must serve a copy of that
document on the Applicant. Anyone
filing an intervention or protest on or

before the intervention or protest date
need not serve motions to intervene or
protests on persons other than the
Applicant.

The Commission encourages
electronic submission of protests and
interventions in lieu of paper using the
“eFiling” link at http.//www.ferc.gov.
Persons unable to file electronically
should submit an original and 14 copies
of the protest or intervention to the
Federal Energy Regulatory Commission,
888 First Street, NE., Washington, DC
20426.

This filing is accessible on-line at
http://www.ferc.gov, using the
“eLibrary” link and is available for
review in the Commission’s Public
Reference Room in Washington, DC.
There is an “eSubscription” link on the
Web site that enables subscribers to
receive e-mail notification when a
document is added to a subscribed
docket(s). For assistance with any FERC
Online service, please e-mail
FERCOnlineSupport@ferc.gov, or call
(866) 208—3676 (toll free). For TTY, call
(202) 502-8659.

Magalie R. Salas,
Secretary.

[FR Doc. E5—-1625 Filed 4-7-05; 8:45 am]
BILLING CODE 6717-01-P

DEPARTMENT OF ENERGY

Federal Energy Regulatory
Commission

[Docket No. EL05-78-000]

New York Independent System
Operator, Inc.; Notice of Institution of
Proceeding and Refund Effective Date

April 1, 2005.

On March 25, 2005, the Commission
issued an order initiating a proceeding
in Docket No. EL05-78—-000 under
section 206 of the Federal Power Act
concerning the continued justness and
reasonableness of New York
Independent System Operator, Inc.’s
previously accepted rate filing with
respect to Long Island Power
Authority’s collection of State taxes
from municipal entities and its double
collection for transmission losses. New

York Independent System Operator, Inc.

110 FERC {61,359 (2005).

The refund effective date in Docket
No. EL05-78-000, established pursuant
to section 206 of the Federal Power Act,
will be 60 days following publication of
this notice in the Federal Register.

Magalie R. Salas,

Secretary.

[FR Doc. E5-1629 Filed 4-7-05; 8:45 am]|
BILLING CODE 6717-01-P

DEPARTMENT OF ENERGY

Federal Energy Regulatory
Commission

[Docket No. ER05-564-000]

Ramco Generating One, Inc.; Notice of
Issuance of Order

April 1, 2005.

Ramco Generating One, Inc. (Ramco)
filed an application for market-based
rate authority, with an accompanying
rate tariff. The proposed rate tariff
provides for wholesale sales of energy,
capacity and ancillary services at
market-based rates. Ramco also
requested waiver of various Commission
regulations. In particular, Ramco
requested that the Commission grant
blanket approval under 18 CFR part 34
of all future issuances of securities and
assumptions of liability by Ramco.

On March 31, 2005, pursuant to
delegated authority, the Director,
Division of Tariffs and Market
Development—South, granted the
request for blanket approval under Part
34. The Director’s order also stated that
the Commission would publish a
separate notice in the Federal Register
establishing a period of time for the
filing of protests. Accordingly, any
person desiring to be heard or to protest
the blanket approval of issuances of
securities or assumptions of liability by
Ramco should file a motion to intervene
or protest with the Federal Energy
Regulatory Commission, 888 First
Street, NE., Washington, DC 20426, in
accordance with Rules 211 and 214 of
the Commission’s Rules of Practice and
Procedure. 18 CFR 385.211, 385.214
(2004).

Notice is hereby given that the
deadline for filing motions to intervene
or protest is May 2, 2005.

Absent a request to be heard in
opposition by the deadline above,
Ramco is authorized to issue securities
and assume obligations or liabilities as
a guarantor, indorser, surety, or
otherwise in respect of any security of
another person; provided that such
issuance or assumption is for some
lawful object within the corporate
purposes of Ramco, compatible with the
public interest, and is reasonably
necessary or appropriate for such
purposes.

The Commission reserves the right to
require a further showing that neither
public nor private interests will be
adversely affected by continued
approval of Ramco’s issuances of
securities or assumptions of liability.

Copies of the full text of the Director’s
Order are available from the
Commission’s Public Reference Room,
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888 First Street, NE., Washington, DC
20426. The Order may also be viewed
on the Commission’s Web site at
http://www.ferc.gov, using the eLibrary
link. Enter the docket number excluding
the last three digits in the docket
number filed to access the document.
Comments, protests, and interventions
may be filed electronically via the
internet in lieu of paper. See, 18 CFR
385.2001(a)(1)(iii) and the instructions
on the Commission’s Web site under the
“e-Filing” link. The Commission
strongly encourages electronic filings.

Magalie R. Salas,

Secretary.

[FR Doc. E5-1631 Filed 4—7-05; 8:45 am]
BILLING CODE 6717-01-P

DEPARTMENT OF ENERGY

Federal Energy Regulatory
Commission

[Docket No. EL05-53—-000]

Southern Company Services, Inc.;
Notice of Institution of Proceeding and
Refund Effective Date

April 1, 2005.

On March 25, 2005, the Commission
issued an order initiating a proceeding
in Docket No. EL05-53-000 under
section 206 and 307 of the Federal
Power Act to provide Southern
Company Services with an opportunity
to explain to the Commission in a paper
hearing: (1) Whether it is currently
assessing operations and maintenance
(O&M) charges to its customers, (2)
whether its O&M rates for these
interconnection agreements are properly
on file with the Commission, (3)
whether the rates (if they are on file) are
just and reasonable, and (4) what is the
appropriate remedy if Southern is
collecting O&M charges contrary to the
FPA. Southern Company Services, Inc.
110 FERC 961,362 (2005).

The refund effective date in Docket
No. EL05-53-000, established pursuant
to section 206 of the Federal Power Act,
will be 60 days following publication of
this notice in the Federal Register.

Magalie R. Salas,

Secretary.

[FR Doc. E5—-1626 Filed 4—7-05; 8:45 am]
BILLING CODE 6717-01-P

DEPARTMENT OF ENERGY

Federal Energy Regulatory
Commission

[Docket No. EL05-64-000]

Westar Energy, Inc.; Notice of
Institution of Proceeding and Refund
Effective Date

April 1, 2005.

On March 23, 2005, the Commission
issued an order initiating a proceeding
in Docket No. EL05-64—000 under
section 206 of the Federal Power Act
concerning the justness and
reasonableness of Westar Energy, Inc.’s
(Westar) market-based rates in Westar’s,
Midwest Energy and Aquila Networks-
West Plains Kansas control area
markets. Westar Energy, Inc. 110 FERC
161,316 (2005).

The refund effective date in Docket
No. EL05-64—000, established pursuant
to section 206 of the Federal Power Act,
will be 60 days following publication of
this notice in the Federal Register.

Magalie R. Salas,

Secretary.

[FR Doc. E5-1627 Filed 4—7—05; 8:45 am]
BILLING CODE 6717-01-P

DEPARTMENT OF ENERGY

Federal Energy Regulatory
Commission

[Docket No. CP05-50-000]

Colorado Interstate Natural Gas
Company; Notice of Availability of the
Environmental Assessment for the
Proposed Raton Basin 2005 Expansion
Project

April 1, 2005.

The staff of the Federal Energy
Regulatory Commission (FERC or
Commission) has prepared an
environmental assessment (EA) on the
natural gas pipeline facilities proposed
by Colorado Interstate Natural Gas in
the above-referenced docket.

The EA was prepared to satisfy the
requirements of the National
Environmental Policy Act. The staff
concludes that approval of the proposed
project, with appropriate mitigating
measures, would not constitute a major
federal action significantly affecting the
quality of the human environment.

The EA assesses the potential
environmental effects of the
construction and operation of the
following proposed pipeline loops and
above-ground facilities:

e Line 151B 20” Expansion—1.9
miles of 20-inch-diameter pipeline in
Las Animas County, Golorado;

¢ Line 200B 16” Expansion West—4.8
miles of 16-inch-diameter pipeline in
Las Animas County, Colorado;

e Line 200B 16” Expansion Middle—
30.3 miles of 16-inch-diameter pipeline
in Las Animas County, Colorado;

e Line 200B 16” Expansion East—
34.3 miles of 16-inch-diameter pipeline
in Baca County, Colorado;

e Line 10C 24” Expansion—23.6
miles of 24-inch-diameter pipeline in
Baca County, Colorado and Morton
County, Kansas;

e Line 12B 24” Expansion—7.2 miles
of 24-inch-diameter pipeline in Texas
County, Oklahoma; and

¢ 1,775 horsepower of additional
compression at the Beaver Compressor
Station on Line 12A in Beaver County,
Oklahoma.

The purpose of the proposed facilities
would be to provide additional pipeline
takeaway capacity to natural gas
producers in the Raton Basin.

The EA has been placed in the public
files of the FERC. A limited number of
copies of the EA are available for
distribution and public inspection at:
Federal Energy Regulatory Commission,
Public Reference Room, 888 First Street,
NE., Room 2A, Washington, DC 20426,
(202) 502-8371.

Copies of the EA have been mailed to
federal agencies and interested public
interest groups, individuals, and parties
to this proceeding.

Any person wishing to comment on
the EA may do so. To ensure
consideration prior to a Commission
decision on the proposal, it is important
that we receive your comments before
the date specified below. Please
carefully follow these instructions to
ensure that your comments are received
in time and properly recorded:

¢ Send an original and two copies of
your comments to: Secretary, Federal
Energy Regulatory Commission, 888
First St., NE., Room 1A, Washington, DC
20426;

e Label one copy of the comments for
the attention of the Gas Branch 2,
PJ11.2.

¢ Reference Docket No. CP05-050—
000; and

e Mail your comments so that they
will be received in Washington, DC on
or before May 2, 2005.

Please note that we are continuing to
experience delays in mail deliveries
from the U.S. Postal Service. As a result,
we will include all comments that we
receive within a reasonable time frame
in our environmental analysis of this
project. However, the Commission
strongly encourages electronic filing of
any comments or interventions or
protests to this proceeding. See 18 CFR
385.2001(a)(1)(iii) and the instructions
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on the Commission’s Web site at
http://www.ferc.gov under the “e-
Filing” link and the link to the User’s
Guide. Before you can file comments
you will need to create a free account
which can be created by clicking on
“Sign-up.”

Comments will be considered by the
Commission but will not serve to make
the commentor a party to the
proceeding. Any person seeking to
become a party to the proceeding must
file a motion to intervene pursuant to
Rule 214 of the Commission’s Rules of
Practice and Procedures (18 CFR
385.214).1 Only intervenors have the
right to seek rehearing of the
Commission’s decision.

Affected landowners and parties with
environmental concerns may be granted
intervenor status upon showing good
cause by stating that they have a clear
and direct interest in this proceeding
which would not be adequately
represented by any other parties. You do
not need intervenor status to have your
comments considered.

Additional information about the
project is available from the
Commission’s Office of External Affairs,
at 1-866—208—FERC or on the FERC
Internet Web site (http://www.ferc.gov)
using the eLibrary link. Click on the
eLibrary link, click on “General Search”
and enter the docket number excluding
the last three digits in the Docket
Number field. Be sure you have selected
an appropriate date range. For
assistance, please contact FERC Online
Support at FERCOnlineSupport@
ferc.gov or toll free at 1-866—208—3676,
or for TTY, contact (202) 502—8659. The
eLibrary link also provides access to the
texts of formal documents issued by the
Commission, such as orders, notices,
and rulemakings.

In addition, the Commission now
offers a free service called eSubscription
which allows you to keep track of all
formal issuances and submittals in
specific dockets. This can reduce the
amount of time you spend researching
proceedings by automatically providing
you with notification of these filings,
document summaries and direct links to
the documents. Go to http://
www.ferc.gov/esubscribenow.htm.

Magalie R. Salas,

Secretary.

[FR Doc. E5—-1634 Filed 4-7-05; 8:45 am]
BILLING CODE 6717-01-P

1Interventions may also be filed electronically via
the Internet in lieu of paper. See the previous
discussion on filing comments electronically.

DEPARTMENT OF ENERGY

Federal Energy Regulatory
Commission

[Docket No. CP04-365-000]

Dominion Transmission, Inc.; Notice of
Availability of the Environmental
Assessment for the Proposed
Northeast Storage Project

March 31, 2005.

The staff of the Federal Energy
Regulatory Commission (FERC or
Commission) has prepared an
environmental assessment (EA) on the
natural gas pipeline facilities proposed
by Dominion Transmission, Inc. (DTI) in
the above-referenced docket.

The EA was prepared to satisfy the
requirements of the National
Environmental Policy Act. The staff
concludes that approval of the proposed
project, with appropriate mitigating
measures, would not constitute a major
Federal action significantly affecting the
quality of the human environment.

The EA assesses the potential
environmental effects of the
construction and operation of the
proposed natural gas pipeline and
appurtenant facilities including:

1. Development of the Quinlan
Storage Field from a nearly depleted
production reservoir by drilling four
new gas storage wells, and converting a
production well to an observation well,
and converting a test well to an
injection/withdrawal well in
Cattaraugus County, New York;

2. Construction of the new 21.3-mile-
long, 20-inch-diameter TL-527 Pipeline
in McKean and Potter Counties,
Pennsylvania, and Cattaraugus County,
New York;

3. Construction of the new 0.9-mile-
long, 8-inch-diameter LN-2471-S
Pipeline in Potter County, Pennsylvania;

4. Construction of the new 0.1-mile-
long, 8-inch-diameter LN-15 CHG-1
Pipeline in Potter County, Pennsylvania;

5. Construction of the new 0.7-mile-
long, 16-inch-diameter, QL—1 Pipeline
in Cattaraugus County, New York;

6. Construction of five new 8-inch-
diameter well pipelines (QL-3, QL—4,
QL-5, QL-6, and QL~7) totaling 0.11
mile in Cattaraugus County, New York;

7. Construction of the new 0.5-mile-
long (TL-533) and 0.1-mile-long (TL—
534), 16-inch-diameter pipelines in
Lewis County, West Virginia;

8. Construction of the new Sharon
Measuring and Regulating (M&R)
Facility in Potter County, Pennsylvania;

9. Relocation of the existing Wolcott
M&R Facility in Potter County,
Pennsylvania from MP 0.0 of the LN-15
Pipeline segment (see below) proposed

for abandonment to about MP 2.3 of the
proposed TL-527 Pipeline;

10. Replacement of orifice meters
with ultrasonic meters at the Leidy
Transco 1 M&R Facility in Clinton,
County, Pennsylvania;

11. Construction of the new 4,740 hp
Quinlan Compressor Station in
Cattaraugus County, New York; and

12. Construction of the new 3,550 hp
Wolf Run Compressor Station in Lewis
County, West Virginia.

In addition, DTI proposed to abandon
in place:

1. 1.76 miles of the existing 8-inch-
diameter LN—15 Pipeline in Potter
County, Pennsylvania; and

2. 0.1 mile of the existing 8-inch-
diameter LN-250-S Pipeline in Potter
County, Pennsylvania.

The purpose of the Northeast Storage
Project is to provide additional storage
of 9.4 Bcf of gas and additional winter
season firm transportation of 163,017
dekatherms per day.

The EA has been placed in the public
files of the FERC. A limited number of
copies of the EA are available for
distribution and public inspection at:
Federal Energy Regulatory Commission,
Public Reference Room, 888 First Street,
NE., Room 2A, Washington, DG 20426,
(202) 502-8371.

Copies of the EA have been mailed to
cooperating agencies, State agencies, a
public interest group and a local
newspaper. Any person wishing to
comment on the EA may do so. To
ensure consideration prior to a
Commission decision on the proposal, it
is important that we receive your
comments before the date specified
below. Please carefully follow these
instructions to ensure that your
comments are received in time and
properly recorded:

¢ Send an original and two copies of
your comments to: Secretary, Federal
Energy Regulatory Commission, 888
First St., NE., Room 1A, Washington, DC
20426;

¢ Label one copy of the comments for
the attention of the Gas Branch 3,
PJ11.3.

¢ Reference Docket No. CP04-365—
000; and

e Mail your comments so that they
will be received in Washington, DC on
or before April 30, 2005.

Please note that we are continuing to
experience delays in mail deliveries
from the U.S. Postal Service. As a result,
we will include all comments that we
receive within a reasonable time frame
in our environmental analysis of this
project. However, the Commission
strongly encourages electronic filing of
any comments or interventions or
protests to this proceeding. See 18 CFR
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385.2001(a)(1)(iii) and the instructions
on the Commission’s Web site at
http://www.ferc.gov under the “‘e-
Filing” link and the link to the User’s
Guide. Before you can file comments
you will need to create a free account
which can be created by clicking on
“Sign-up.”

Comments will be considered by the
Commission but will not serve to make
the commentor a party to the
proceeding. Any person seeking to
become a party to the proceeding must
file a motion to intervene pursuant to
Rule 214 of the Commission’s Rules of
Practice and Procedures (18 CFR
385.214).1 Only intervenors have the
right to seek rehearing of the
Commission’s decision.

Affected landowners and parties with
environmental concerns may be granted
intervenor status upon showing good
cause by stating that they have a clear
and direct interest in this proceeding
which would not be adequately
represented by any other parties. You do
not need intervenor status to have your
comments considered.

Additional information about the
project is available from the
Commission’s Office of External Affairs,
at 1-866—208—FERC or on the FERC
Internet Web site (http://www.ferc.gov)
using the eLibrary link. Click on the
eLibrary link, click on “General Search”
and enter the docket number excluding
the last three digits in the Docket
Number field. Be sure you have selected
an appropriate date range. For
assistance, please contact FERC Online
Support at
FERCOnlineSupport@ferc.gov or toll
free at 1-866—208-3676, or for TTY,
contact (202) 502—8659. The eLibrary
link also provides access to the texts of
formal documents issued by the
Commission, such as orders, notices,
and rulemakings.

In addition, the Commission now
offers a free service called eSubscription
which allows you to keep track of all
formal issuances and submittals in
specific dockets. This can reduce the
amount of time you spend researching
proceedings by automatically providing
you with notification of these filings,
document summaries and direct links to
the documents. Go to http://
www.ferc.gov/esubscribenow.htm.

Magalie R. Salas,

Secretary.

[FR Doc. E5-1638 Filed 4-7—05; 8:45 am]
BILLING CODE 6717-01-P

1Interventions may also be filed electronically via
the Internet in lieu of paper. See the previous
discussion on filing comments electronically.

DEPARTMENT OF ENERGY

Federal Energy Regulatory
Commission

Notice of Application Accepted for
Filing and Soliciting Motions To
Intervene and Protests

April 1, 2005.

Take notice that the following
hydroelectric application has been filed
with the Commission and is available
for public inspection.

a. Type of Application: New minor
license.

b. Project No.: 2153—-012.

c. Date Filed: April 30, 2003.

d. Applicant: United Water
Conservation District.

e. Name of Project: Santa Felicia
Hydroelectric Project.

f. Location: On the Piru Creek in
Ventura County, California. The project
affects 174.5 acres of Federal land
within the Los Padres and Angeles
National Forests.

g. Filed Pursuant to: Federal Power
Act, 16 U.S.C. 791(a)-825(1).

h. Applicant Contact: Ms. Dana
Wisehart, United Water Conservation
District, 106 North Eighth Street, Santa
Paula, CA 93060.

i. FERC Contact: Kenneth Hogan at
(202) 502—-8434 or
kenneth.hogan@ferc.gov.

j- Deadline for Filing Motions To
Intervene and Protests: 60 days from the
issuance date of this notice.

All documents (original and eight
copies) should be filed with: Magalie R.
Salas, Secretary, Federal Energy
Regulatory Commission, 888 First
Street, NE., Washington, DC 20426.

The Commission’s Rules of Practice
require all intervenors filing documents
with the Commission to serve a copy of
that document on each person on the
official service list for the project.
Further, if an intervenor files comments
or documents with the Commission
relating to the merits of an issue that
may affect the responsibilities of a
particular resource agency, they must
also serve a copy of the document on
that resource agency.

Motions to intervene and protests may
be filed electronically via the Internet in
lieu of paper. The Commission strongly
encourages electronic filings. See 18
CFR 385.2001(a)(1)(iii) and the
instructions on the Commission’s Web
site (http://www.ferc.gov) under the “‘e-
Filing” link.

k. This application has been accepted
for filing, but is not ready for
environmental analysis at this time.

1. The existing Santa Felicia Project
consists of: (1) A 200-foot-tall, 1200-

foot-long earth fill dam; (2) an 88,000
acre-foot reservoir; (3) an ungated
spillway and associated works, (4) a
powerhouse with two units having a
total installed capacity of 1,434-
kilowatts and (5) appurtenant facilities.
The applicant estimates that the total
average annual generation would be
1,300 megawatthours.

m. A copy of the application is
available for review at the Commission
in the Public Reference Room or may be
viewed on the Commission’s Web site at
http://www.ferc.gov using the
“eLibrary” link. Enter the docket
number excluding the last three digits in
the docket number field to access the
document. For assistance, contact FERC
Online Support at
FERCOnlineSupport@ferc.gov or toll-
free at 1-866—208—-3676, or for TTY,
(202) 502-8659. A copy is also available
for inspection and reproduction at the
address in item h above.

You may also register online at
http://www.ferc.gov/docs-filing/
esubscription.asp to be notified via e-
mail of new filings and issuances
related to this or other pending projects.
For assistance, contact FERC Online
Support.

n. Anyone may submit a protest or a
motion to intervene in accordance with
the requirements of Rules of Practice
and Procedure, 18 CFR 385.210,
385.211, and 385.214. In determining
the appropriate action to take, the
Commission will consider all protests
filed, but only those who file a motion
to intervene in accordance with the
Commission’s Rules may become a
party to the proceeding. Any protests or
motions to intervene must be received
on or before the specified deadline date
for the particular application.

When the application is ready for
environmental analysis, the
Commission will issue a public notice
requesting comments,
recommendations, terms and
conditions, or prescriptions.

All filings must (1) bear in all capital
letters the title “PROTEST” or
“MOTION TO INTERVENE”; (2) set
forth in the heading the name of the
applicant and the project number of the
application to which the filing
responds; (3) furnish the name, address,
and telephone number of the person
protesting or intervening; and (4)
otherwise comply with the requirements
of 18 CFR 385.2001 through 385.2005.
Agencies may obtain copies of the
application directly from the applicant.
A copy of any protest or motion to
intervene must be served upon each
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representative of the applicant specified
in the particular application.

Magalie R. Salas,

Secretary.

[FR Doc. E5-1632 Filed 4-7-05; 8:45 am]
BILLING CODE 6717-01-P

DEPARTMENT OF ENERGY

Federal Energy Regulatory
Commission

Notice of Application for Non-Project
Use of Project Lands and Waters and
Soliciting Comments, Motions To
Intervene, and Protests

March 31, 2005.

Take notice that the following
application has been filed with the
Commission and is available for public
inspection:

a. Application Type: Non-project use
of project lands and waters.

b. Project No.: 2503-085.

c. Date Filed: March 3, 2005.

d. Applicant: Duke Power, a division
of Duke Energy Corporation.

e. Name of Project: Keowee-Toxaway
Project.

f. Location: Lake Keowee is located in
Oconee County, South Carolina. This
project does not occupy any Tribal or
Federal lands.

g. Filed Pursuant to: Federal Power
Act, 16 U.S.C. 791(a), 825(r) and 799
and 801.

h. Applicant Contact: Mr. Joe Hall,
Lake Management Representative; Duke
Energy Corporation; P.O. Box 1006;
Charlotte, NC 28201-1006; (704) 382—
8576.

i. FERC Contact: Any questions on
this notice should be addressed to Brian
Romanek at (202) 502-6175 or by e-
mail: Brian.Romanek@ferc.gov.

j. Deadline for Filing Comments and
or Motions: April 29, 2005.

All documents (original and eight
copies) should be filed with: Ms.
Magalie R. Salas, Secretary, Federal
Energy Regulatory Commission, 888
First Street, NE., Washington, DC 20426.
Please include the project number (P—
2503—-085) on any comments or motions
filed. Comments, protests, and
interventions may be filed electronically
via the Internet in lieu of paper. See, 18
CFR 385.2001(a)(1)(iii) and the
instructions on the Commission’s Web
site under the “e-Filing” link. The
Commission strongly encourages e-
filings.

k. Description of Request: Duke
Power, licensee for the Keowee-
Toxaway Hydroelectric Project, has
requested Commission authorization to
lease to the Waterford Communities

Owners Association and Crescent
Communities, S.C., LLC 6.54 acres of
project lands for a Commercial/
Residential Marina. The Waterford
Community is located on Lake Keowee
in Oconee County. The marina would
consist of: (1) Three cluster docks that
accommodate a total of twenty-four
boats and one cluster dock that
accommodates six boats for Waterford
Ridge; (2) one cluster dock that
accommodates fourteen boats and two
cluster docks that accommodate eight
boats each for Waterford Farms and; (3)
nine cluster docks that accommodate
ten boats each for Waterford Pointe. In
total, one hundred and fifty boats would
be accommodated. Duke also seeks
authorization to approve the irrigation
and boat pump-out facilities associated
with this marina. The water withdrawal
needs are expected to be 8,400 gallons
per day. Duke also seeks authorization
to allow the stabilization of 2,803 feet of
shoreline with rip-rap.

1. Location of tEe Application: This
filing is available for review at the
Commission or may be viewed on the
Commission’s Web site at http://
www.ferc.gov, using the “eLibrary” link.
Enter the docket number excluding the
last three digits in the docket number
field to access the document. For
assistance, contact FERC Online
Support at
FERCOnlineSupport@ferc.gov or toll-
free at (866) 208—3676, or for TTY,
contact (202) 502—-8659.

m. Individuals desiring to be included
on the Commission’s mailing list should
so indicate by writing to the Secretary
of the Commission.

n. Comments, Protests, or Motions To
Intervene—Anyone may submit
comments, a protest, or a motion to
intervene in accordance with the
requirements of Rules of Practice and
Procedure, 18 CFR 385.210, .211, .214.
In determining the appropriate action to
take, the Commission will consider all
protests or other comments filed, but
only those who file a motion to
intervene in accordance with the
Commission’s Rules may become a
party to the proceeding. Any comments,
protests, or motions to intervene must
be received on or before the specified
comment date for the particular
application.

o. Filing and Service of Responsive
Documents—Any filings must bear in
all capital letters the title
“COMMENTS”,
“RECOMMENDATIONS FOR TERMS
AND CONDITIONS”, “PROTEST”, OR
“MOTION TO INTERVENE”, as
applicable, and the Project Number of
the particular application to which the
filing refers. A copy of any motion to

intervene must also be served upon each
representative of the Applicant
specified in the particular application.

p. Agency Comments—Federal, State,
and local agencies are invited to file
comments on the described
applications. A copy of the applications
may be obtained by agencies directly
from the Applicant. If an agency does
not file comments within the time
specified for filing comments, it will be
presumed to have no comments. One
copy of an agency’s comments must also
be sent to the Applicant’s
representatives.

Magalie R. Salas,

Secretary.

[FR Doc. E5-1635 Filed 4-7-05; 8:45 am]
BILLING CODE 6717-01-P

DEPARTMENT OF ENERGY

Federal Energy Regulatory
Commission

[Project No. 12462-000]

Indian River Power Supply, LLC;
Notice of Application Ready for
Environmental Analysis, and Soliciting
Comments, Terms and Conditions,
Recommendations, and Prescriptions

March 31, 2005.

Take notice that the following
hydroelectric application has been filed
with the Commission and is available
for public inspection.

a. Type of Application: 5-MW
Exemption.

b. Project No.: 12462—-000.

c. Date Filed: July 28, 2003.

d. Applicant: Indian River Power
Supply, LLC.

e. Name of Project: Indian River.

f. Location: On the Westfield River, in
the Town of Russell, Hampden County,
Massachusetts.

g. Filed Pursuant to: Public Utility
Regulatory Policies Act of 1978, 16
U.S.C. 2705, 2708.

h. Applicant Contact: Peter B. Clark,
P.O. Box 149, Hamilton, Massachusetts
01936.

i. FERC Contact: Michael Spencer,
(202) 502-6093,
michael.spencer@ferc.gov.

j. Deadline for filing comments,
recommendations, terms and
conditions, and prescriptions is 60 days
from the issuance of this notice; reply
comments are due 105 days from the
issuance date of this notice.

All Documents (Original and Eight
Copies) Should be Filed With: Magalie
R. Salas, Secretary, Federal Energy
Regulatory Commission, 888 First
Street, NE., Washington, DC 20426.
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The Commission’s Rules of Practice
require all intervenors filing documents
with the Commission to serve a copy of
that document on each person on the
official service list for the project.
Further, if an intervenor files comments
or documents with the Commission
relating to the merits of an issue that
may affect the responsibilities of a
particular resource agency, they must
also serve a copy of the document on
that resource agency.

Comments, recommendations, terms
and conditions, and prescriptions may
be filed electronically via the Internet in
lieu of paper. The Commission strongly
encourages electronic filings. See 18
CFR 385.2001(a)(1)(iii) and the
instructions on the Commission’s Web
site (http://www.ferc.gov) under the
“eFiling” link.

k. This application has been accepted
and is now ready for environmental
analysis.

1. Description of Project: The Indian
River Project would consist of: (1) The
existing 30-foot-high, 425-foot-long
Russell dam with flashboards; (2) a
14.11 acre reservoir; (3) a rackhouse for
intake of the reservoir flow; (4) two 7-
foot-diameter, 60-foot-long penstocks;
(5) a powerhouse containing two
generating units with a combined
capacity of 700 kW and an estimated
average annual generation of 3.2 GWh;
(6) a 60-foot-long tailrace; (7) a 400-foot-
long transmission line; and (8)
appurtenant facilities.

m. A copy of the application is
available for review at the Commission
in the Public Reference Room or may be
viewed on the Commission’s Web site at
http://www.ferc.gov using the
“eLibrary” link. Enter the docket
number excluding the last three digits in
the docket number field to access the
document. For assistance, contact FERC
Online Support at
FERCOnlineSupport@ferc.gov or toll-
free at 1-866—208—-3676, or for TTY,
(202) 502—8659. A copy is also available
for inspection and reproduction at the
address in item h above.

All filings must (1) bear in all capital
letters the title “COMMENTS”, “REPLY
COMMENTS”,
“RECOMMENDATIONS,” “TERMS
AND CONDITIONS,” or
“PRESCRIPTIONS;” (2) set forth in the
heading the name of the applicant and
the project number of the application to
which the filing responds; (3) furnish
the name, address, and telephone
number of the person submitting the
filing; and (4) otherwise comply with
the requirements of 18 CFR 385.2001
through 385.2005. All comments,
recommendations, terms and conditions
or prescriptions must set forth their

evidentiary basis and otherwise comply
with the requirements of 18 CFR 4.34(b).
Agencies may obtain copies of the
application directly from the applicant.
Each filing must be accompanied by
proof of service on all persons listed on
the service list prepared by the
Commission in this proceeding, in
accordance with 18 CFR 4.34(b), and
385.2010.

You may also register online at
http://www.ferc.gov/docs-filing/
esubscription.asp to be notified via
email of new filings and issuances
related to this or other pending projects.
For assistance, contact FERC Online
Support.

n. Procedural Schedule: The
Commission staff proposes to issue one
Environmental Assessment (EA) rather
than issuing a draft and final EA. Staff
intends to allow 30 days for entities to
comment on the EA, and will take into
consideration all comments received on
the EA before final action is taken on
the exemption application. The
application will be processed according
to the schedule, but revisions to the
schedule may be made as appropriate:

Action Date
Notice availability of EA ........ Aug. 2005.
Ready for Commission Deci- | Nov. 2005.
sion on Application.

Magalie R. Salas,

Secretary.

[FR Doc. E5-1636 Filed 4—-7-05; 8:45 am]
BILLING CODE 6717-01-P

DEPARTMENT OF ENERGY

Federal Energy Regulatory
Commission

Notice of Application for Non-Project
Use of Project Lands and Waters and
Soliciting Comments, Motions To
Intervene, and Protests

March 31, 2005.

Take notice that the following
application has been filed with the
Commission and is available for public
inspection:

a. Application Type: Non-project use
of project lands and waters.

b. Project No.: 2232—485.

c. Date Filed: March 8, 2005.

d. Applicant: Duke Power, a division
of Duke Energy Corporation.

e. Name of Project: Catawba-Wateree
Project.

f. Location: This project is located on
the Catawba and Wateree Rivers, in nine
counties in North Carolina (Burke,
Alexander, McDowell, Iredell, Caldwell,
Lincoln, Catawba, Gaston, and

Mecklenburg Counties) and five
counties in South Carolina (York,
Chester, Lancaster, Fairfield and
Kershaw Counties). This project does
not occupy any Tribal or Federal lands.

g. Filed Pursuant to: Federal Power
Act, 16 U.S.C. 791(a), 825(r) and 799
and 801.

h. Applicant Contact: Mr. Joe Hall,
Lake Management Representative; Duke
Energy Corporation; P.O. Box 1006;
Charlotte, NC 28201-1006; (704) 382—
8576.

i. FERC Contact: Any questions on
this notice should be addressed to Brian
Romanek at (202) 502-6175 or by e-
mail: Brian.Romanek@ferc.gov.

j- Deadline for Filing Comments and
or Motions: April 29, 2005.

All documents (original and eight
copies) should be filed with: Ms.
Magalie R. Salas, Secretary, Federal
Energy Regulatory Commission, 888
First Street, NE., Washington DC 20426.
Please include the project number (P—
2232-485) on any comments or motions
filed. Comments, protests, and
interventions may be filed electronically
via the Internet in lieu of paper. See, 18
CFR 385.2001(a)(1)(iii) and the
instructions on the Commission’s Web
site under the “e-Filing” link. The
Commission strongly encourages e-
filings.

k. Description of Request: Duke
Power, licensee for the Catawba-Wateree
Hydroelectric Project, has requested
Commission authorization to lease to
The Black Bear Development, Inc. 6.57
acres of project lands for a Commercial/
Non-Residential Marina. The Black Bear
Development is located on Lake James
in McDowell County. The marina would
consist of 14 cluster docks with one
hundred and ninety eight (198) boat
slips, one dry docking storage access
ramp with a bulkhead, three fishing
piers (one of which is designed for use
by disabled persons), four boat slips for
fueling (equipped with human waste
pump-out equipment), and 2,505 linear
feet of shoreline stabilization (rip rap).

L. Location of the Application: This
filing is available for review at the
Commission or may be viewed on the
Commission’s Web site at http://
www.ferc.gov, using the “eLibrary” link.
Enter the docket number excluding the
last three digits in the docket number
field to access the document. For
assistance, contact FERC Online
Support at
FERCOnlineSupport@ferc.gov or toll-
free at (866) 208—3676, or for TTY,
contact (202) 502—8659.

m. Individuals desiring to be included
on the Commission’s mailing list should
so indicate by writing to the Secretary
of the Commission.
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n. Comments, Protests, or Motions to
Intervene—Anyone may submit
comments, a protest, or a motion to
intervene in accordance with the
requirements of Rules of Practice and
Procedure, 18 CFR 385.210, .211, .214.
In determining the appropriate action to
take, the Commission will consider all
protests or other comments filed, but
only those who file a motion to
intervene in accordance with the
Commission’s Rules may become a
party to the proceeding. Any comments,
protests, or motions to intervene must
be received on or before the specified
comment date for the particular
application.

o. Filing and Service of Responsive
Documents—Any filings must bear in
all capital letters the title
“COMMENTS”,
“RECOMMENDATIONS FOR TERMS
AND CONDITIONS”, “PROTEST”’, OR
“MOTION TO INTERVENE", as
applicable, and the Project Number of
the particular application to which the
filing refers. A copy of any motion to
intervene must also be served upon each
representative of the Applicant
specified in the particular application.

p. Agency Comments—Federal, state,
and local agencies are invited to file
comments on the described
applications. A copy of the applications
may be obtained by agencies directly
from the Applicant. If an agency does
not file comments within the time
specified for filing comments, it will be
presumed to have no comments. One
copy of an agency’s comments must also
be sent to the Applicant’s
representatives.

Magalie R. Salas,
Secretary.

[FR Doc. E5—-1637 Filed 4—7-05; 8:45 am]
BILLING CODE 6717-01-P

DEPARTMENT OF ENERGY

Federal Energy Regulatory
Commission

[Docket No. PL05-6-000]

Establishing Reference Prices for
Mitigation in Markets Operated by
Regional Transmission Organizations
and Independent System Operators;
Notice Inviting Comments on the
Establishment and Use of Reference
Prices

April 1, 2005.

The Commission invites all interested
persons to file comments addressing the
roles of Regional Transmission
Organizations (RTOs), Independent
System Operators (ISOs) or their market

monitors (or contractors) in establishing
reference prices to mitigate bids in order
to limit non-competitive results in
wholesale electric markets. The
comments may focus on particular
geographic region(s) of the United States
or upon energy markets in general. A
Commission staff document, which is
appended to this notice as Attachment
A, provides general background on ways
that reference levels are calculated and
how they are used.

The Commission is particularly
interested in comments that address the
following questions for RTOs and I1SOs
that use the conduct and impact
approach to mitigation:

1. In practice: (a) When are reference
prices used; (b) by whom are they
developed; (c) what can be their effect,
if any, on the wholesale market-clearing
price and wholesale rates for electric
energy; and (d) how often do they affect
market-clearing prices?

2. In what ways do reference prices in
the wholesale market function like bid
caps, and in what ways are they like
formula rates?

3. Under what circumstances do
RTOs, ISOs, their market monitors, or
their consultants use discretion in
setting reference prices? What is the
nature of the discretion used? Is their
discretion within the parameters
prescribed in the RTO or ISO’s
Commission-approved, filed tariff? Is
discretion necessary in determining
reference prices? If so, under what
circumstances is discretion necessary?
Can reference prices be developed
without discretion on the part of the
RTO, ISO or market monitor?

a. If RTOs, ISOs, their market
monitors, or their consultants exercise
discretion within the parameters
prescribed in the RTO or ISO’s
Commission-approved, filed tariff, is
such discretion an impermissible
delegation of the Commission’s
authority or is it a permissible
implementation of a Commission-
approved tariff? With respect to possible
impermissible delegations of authority,
does it make a difference if it is the
RTO, ISO or an internal market monitor
that exercises discretion within the
parameters of a Commission-approved,
filed tariff, or if it is an external market
monitor or other consultant that
exercises such discretion?

b. How often do RTOs, ISOs and their
market monitors consult with
individual market participants to
determine the appropriate reference
prices(s) for that market participant’s
unit(s)? How is the consultation process
carried out? Is this consultation process
appropriate?

c. How do RTOs, ISOs and their
market monitors resolve disagreements
with market participants about methods
used to determine their individual
reference prices, or about the data used
to calculate their reference prices?

4. Is there a reason why reference
prices, once set, would need to be
adjusted quickly?

5. How often are reference prices set
based on the market monitor or RTO/
ISO’s estimate of a unit’s generating
costs, compared to other methods of
calculating reference prices?

6. To the extent that the RTO, ISO or
market monitor may affect the market-
clearing price at one or more locations
and time intervals by determining
reference prices, is there a better system
that can be employed to mitigate bids?

a. Should some method other than
reference prices within a conduct and
impact approach to mitigation be used?
If so, what method? Would this
alternative method involve discretion
on the part of the market monitor, ISO
or RTO?

b. Reference prices could be
developed by the market monitor, but
submitted to the Commission for its
approval. Should reference prices be set
in that manner?

The Commission encourages
electronic submission of comments in
lieu of paper using the “eFiling” link at
http://www.ferc.gov. Persons unable to
file electronically should submit an
original and 14 copies of the comment
to the Federal Energy Regulatory
Commission, 888 First Street, NE.,
Washington, DC 20426.

All filings in this docket are
accessible on-line at
http://www.ferc.gov, using the
“eLibrary” link and will be available for
review in the Commission’s Public
Reference Room in Washington, DC.
There is an “eSubscription” link on the
Web site that enables subscribers to
receive e-mail notification when a
document is added to a subscribed
docket(s). For assistance with any FERC
Online service, please e-mail
FERCOnlineSupport@ferc.gov, or call
(866) 208—3676 (toll free). For TTY, call
(202) 502-8659.

Comment Date: 5 p.m. Eastern Time
on May 2, 2005.
Magalie R. Salas,
Secretary.
[FR Doc. E5-1633 Filed 4-7-05; 8:45 am]
BILLING CODE 6717-01-P
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ENVIRONMENTAL PROTECTION
AGENCY

[ER-FRL—6662-3]

Environmental Impact Statements and
Regulations; Availability of EPA
Comments

Availability of EPA comments
prepared pursuant to the Environmental
Review Process (ERP), under section
309 of the Clean Air Act and section
102(2)(c) of the National Environmental
Policy Act as amended. Requests for
copies of EPA comments can be directed
to the Office of Federal Activities at
202-564-7167.

An explanation of the ratings assigned
to draft environmental impact
statements (EISs) was published in the
Federal Register dated April 1, 2005 (70
FR 16815).

Draft EISs

EIS No. 20040583, ERP No. D-BLM—
J65433—-WY, Rawlins Field Office
Planning Area Resource Management
Plan, Addresses the Comprehensive
Analysis of Alternatives for the
Planning and Management of Public
Land and Resource Administered by
(BLM), Albany, Carbon, Laramie, and
Sweetwater Counties, WY.

Summary: EPA expressed
environmental concerns regarding
potential impacts to ecosystem
processes, air quality, water quality, and
wildlife habitat. EPA requests that the
Final EIS disclose water quality impacts
to aquatic resources more clearly and
quantitatively, specifically in grazing
allotments needing preservation of
riparian habitat and water quality.
Rating EC2.

EIS No. 20050026, ERP No. D-BIA—
F60007-WI, Beloit Casino Project, To
Expand the Tribal Governmental
Revenue Base, St. Croix Chippewa
Indians of Wisconsin and Bad River
Band of the Lake Superior Tribe of
Chippewa Indians, Rock County, WI.

Summary: EPA expressed concerns
regarding the construction and
operation of the proposed casino project
and cumulative noise and air impacts
from the proposed I-90 highway
reconfiguration. EPA requested that
these issues be evaluated in the Final
EIS along with mitigation for noise and
light pollution from increased night
time traffic, and evaluation of the use of
native vegetation in landscaping for
energy and water conservation. Rating
EC2.

EIS No. 20050032, ERP No. D-AFS—
D65049-WV, Fernow Experimental
Forest, To Continue Long-Term
Research and Initiate New Research,

Involving Removal of Trees,

Prescribed Burning, Stem Injection of

Selected Trees, Control Invasive Plant

Species, Northeastern Research

Station, Parson, Tucker County, WV.

Summary: EPA expressed
environmental concerns regarding
impacts to water quality and riparian
resources and requested more specific
information on herbicide treatments,
especially related to overstory trees to
control invasive plants. The Final EIS
should address stream monitoring to
assess potential impacts that may result
from the proposed actions as well as
how the public and wildlife will be
protected from prescribed fire
treatments. Rating EC2.

EIS No. 20050047, ERP No. D-BIA—-
C60005-NY, Stockbridge-Munsee
Casino Project, Proposes To Address
the Tribe’s Economic Development,
Bands of Mohican Indians of
Wisconsin (the Tribe), NPDES Permit
and U.S. Army COE Section 404
Permit, Town of Thompson, Sullivan
County, NY.

Summary: EPA expressed concerns
regarding indirect and cumulative
impacts on new water and sewer lines,
traffic and air quality of the five casinos
expected to be built in Sullivan County
and the casino’s solid waste disposal.
EPA requested that these issues be
evaluated in the Final EIS along with a
detailed wetlands mitigation and
monitoring plan. Rating EC2.

EIS No. 20050074, ERP No. D-NAS-
E12007-FL, New Horizons Mission to
Pluto, Continued Preparations and
Implementation to Explore Pluto and
Potentially the Recently Discovered
Kuiper Belt, Cape Canaveral Air Force
Station, FL.

Summary: EPA has no objections
regarding this launch. Rating LO.

EIS No. 20050043, ERP No. DS-FHW-
J40166-UT, US 6 Highway Project,
Improvements from Interstate 15 (I-
15) in Spanish Fork to Interstate (I-
70) near Green River, New
Information, Funding, Right-of-Way
Permit and US Army COE Section 404
Permit, Utah, Wasatch, Carbon, and
Emery Counties, UT.

Summary: EPA expressed concerns
due to impaired waters in the project
area. Rating EC1.

EIS No. 20050002, ERP No. DS-NPS—
L65264—WA, Elwha River Ecosystem
Restoration Implementation Project,
Update Information, Olympic
Peninsula, Challam County, WA.
Summary: EPA has no objections to

the proposed action. Rating LO.

EIS No. 20050007, ERP No. D2-FHW-
H40397-MO, Interstate 70 Corridor

Improvements, Section of
Independent Utility #7 , a 40-Mile
Portion of the I-70 Corridor from just
West of Route 19 (milepost 174) to
Lake St. Louis Boulevard (milepost
214) Montgomery, Warren, St. Charles
Counties, MO.

Summary: While EPA has no
objection to the proposed action, it did
request clarification on wetlands issues.
Rating LO.

Final EISs

EIS No. 20050017, ERP No. F-NOA—
A91070-00, Atlantic Herring Fishery
Management Plan, Minimizing
Impacts on Essential Fish Habitat of
Any Species, Gulf of Maine—Georges
Bank, ME, NH, MA, CT and RI.
Summary: EPA expressed a lack of

objections to the DEIS due to the overall

benefits of the proposed action. Based
on our review of the FEIS, we found that
our issues were addressed.

EIS No. 20050027, ERP No. F-BLM—
L65462—AK, Northeast National
Petroleum Reserve Alaska Amended
Integrated Activity Plan, To Amend
1998 Northeast Petroleum Reserve, To
Consider Opening Portions of the
BLM-Administrated Lands, North
Slope Borough, AK.

Summary: EPA expressed
environmental objections given that the
selected alternative is likely to have
more adverse impacts to surface
resources and subsistence communities.
EPA recommends that BLM phase in
leases in new, environmentally sensitive
areas only after experimental mitigation
measures are proven effective for areas
currently available for leasing.

EIS No. 20050045, ERP No. F-AFS—
K65307—AZ, Coconino, Kaibab, and
Prescott National Forest, Integrated
Treatment of Noxious and Invasive
Weeds, Implementation, Coconino,
Mojave, and Yavapai Counties, AZ.
Summary: The Final EIS addressed

EPA’s concerns about impacts to

drinking water from herbicide

applications with the addition of
mitigation measures.

EIS No. 20050057, ERP No. F-AFS—
]65303—MT, Bridger Bowl Ski Area,
Permit Renewal and Master
Development Plan Update,
Implementation, Special Use Permit
and COE Section 404 Permit, Gallatin
National Forest, in the City of
Bozeman, MT.

Summary: EPA continues to express
environmental concerns regarding
impacts to wildlife habitat.

EIS No. 20050065, ERP No. F-AFS—
J65389—-MT, North Belts Travel Plan
and the Dry Range Project, Provision
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of Motorized and Non-motorized

Recreation, Helena National Forest,

Broadwater, Lewis and Clark, and

Meagher Counties, MT.

Summary: EPA continues to have
environmental concerns regarding
erosion, habitat damage and adverse
impacts to wildlife security from
motorized uses as well as the need for
an effective monitoring and adaptive
management program for travel
management.

EIS No. 20050070, ERP No. F-FHW-
G40177-LA, Kansas Lane Connector
Project, Construction between U.S. 90
(Desiard Street) and U.S. 165 and the
Forsythe Avenue Extension, US Army
COE Section 10 and 404 Permits
Issuance, City of Monroe, Quachita
Parish, LA.

Summary: EPA has no objections to
the proposed project.

EIS No. 20050009, ERP No. FS-NOA-
A91063-00, Monkfish Fishery
Management Plan (FMP) Amendment
2, Implementation, Proposes
Measures to Address a Wide Range of
Management Issues, New England and
Mid-Atlantic.

Summary: EPA has no objection to the
proposed action.

EIS No. 20050040, ERP No. FS-AFS—
J02027-UT, Table Top Exploraory Oil
and Gas Wells, New Information from
the Approval 1994 Final EIS,
Wasatch-Cache National Forest,
Evanston Ranger District, Summit
County, UT.

Summary: No formal comment letter
was sent to the preparing agency.

Dated: April 5, 2005.
Ken Mittelholtz,

Environmental Protection Specialist, Office
of Federal Activities.

[FR Doc. 05-7040 Filed 4—-7-05; 8:45 am|
BILLING CODE 6560-50-P

ENVIRONMENTAL PROTECTION
AGENCY

[ER-FRL—6662-2]

Environmental Impact Statements;
Notice of Availability

Responsible Agency: Office of Federal
Activities, General Information (202)
564-7167 or http://www.epa.gov/
compliance/nepa/.

Weekly receipt of Environmental Impact

Statements
Filed March 28, 2005, through April 1,

2005
Pursuant to 40 CFR 1506.9.

EIS No. 050139, Draft EIS, COE, AR, OK,

Arkansas River Navigation Study, To

Maintain and Improve the Navigation

Channel in Order to Enhance
Commercial Navigation on the
McCellan Kerr Arkansas River
Navigation System (MKARNS),
Several Counties, AR and Several
Counties, OK, Comment Period Ends:
May 24, 2005, Contact: Renee Wright
(501) 324-6139.

EIS No. 050140, Final EIS, FHW, NV,
Boulder City/US 93 Corridor
Transportation Improvements, Study
Limits are between a western
boundary on US 95 in the City of
Henderson and an eastern boundary
on US 93 west of downtown Boulder
City, NPDES and US Army COE
Section 404 Permits Issuance and
Right-of Way Grant, Clark County, NV
Wait Period Ends: May 9, 2005,
Contact: Ted P. Bendure (775) 687—
5322.

EIS No. 050141, Draft EIS, USA, FL,
Eglin Air Force Base and Hurlburt
Field Military Family Housing,
Demolition, Construction, Renovation
and Leasing (DCR&L) Program,
Okaloosa County, FL, Comment
Period Ends: May 23, 2005, Contact:
Julia Cantrell (210) 536-3515.

EIS No. 050142, Draft EIS, NOA, CA,
Programmatic—Montrose Settlements
Restoration Program (MSRP) Draft
Restoration Plan, To Restore Injured
Natural Resources, Channel Islands,
Southern California Bight including
Baja California Pacific Islands, Orange
County, CA, Comment Period Ends:
May 23, 2005, Contact: William T.
Hogarth (301) 713-1622.

EIS No. 050143, Draft EIS, FHW, LA,
AR, I-69 Corridor—Section of
Independent Utility (SIU) No. 14,
Construction from Junction I-20 near
Haughton, LA to US 82 near EI
Dorado, AR, Bossier, Claiborne and
Webster Parishes, LA and Columbia
and Union Counties, AR, Comment
Period Ends: May 30, 2005, Contact:
William Farr (225) 757—-7615.

EIS No. 050144, Draft EIS, FHW, IN,
US-31 Kokomo Corridor Project,
Transportation Improvement between
IN-26 and US 35 Northern Junction,
City of Kokomo and Center Township,
Howard and Tipton Counties, IN,
Comment Period Ends: May 23, 2005,
Contact: Matt Fuller (317) 226-5234.
This document is available on the
Internet at: http://
www.us31kokomo.com.

Amended Notices

EIS No. 050105, Draft EIS, AFS, MI,
Huron-Manistee National Forests,
Proposed Land and Resource
Management Plan, Implementation,
Several Counties, MI, Comment
Period Ends: June 16, 2005, Contact:
Jeff Pullen (231) 775—-2421. Revision

of Federal Register notice published
on March 18, 2005: Correction to the
State from WI to MIL.

EIS No. 050136, Draft EIS, AFS, CO, Dry
Fork Federal Coal Lease-by-
Application (COC-67232), Leasing
Additional Federal Coal Lands for
Underground Coal Resource, Special-
Use-Permits and US Army COE
Section 404 Permit, Grand Mesa,
Uncompahgre and Gunnison National
Forests, Gunnison County, CO,
Comment Period Ends: May 16, 2005,
Contact: Liane Mattson (970) 874—
6697. Revision of Federal Register
notice published on April 1, 2005:
Correction to Telephone Number.

Dated: April 5, 2005.
Ken Mittelholtz,

Environmental Protection Specialist, Office
of Federal Activities.

[FR Doc. 05-7041 Filed 4-7-05; 8:45 am|
BILLING CODE 6560-50—P

ENVIRONMENTAL PROTECTION
AGENCY

[OPPT-2005-0012; FRL-7708-9]
Endocrine Disruptor Methods

Validation Advisory Committee
(EDMVAC); Notice of Public Meeting

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Notice.

SUMMARY: There will be a meeting of the
Endocrine Disruptor Methods
Validation Advisory Committe
(EDMVAC) on April 26-28, 2005, in
Washington, DC. This meeting, as with
all EDMVAC meetings, is open to the
public. Seating is on a first-come basis.
The purpose of the meeting is to receive
advice and input from the EDMVAC on:
Steroidogenesis, Uterotrophic, Fish
Screen Studies, and Amphibian
Metamorphosis Assays.

DATES: The meeting will be held on
Wednesday, April 26, 2005, from 12:30
p-m. to 5:30 p.m.; Thursday, April 27,
2005, from 8:30 a.m. to 5:30 p.m.; and
Friday, April 28, 2005, from 8 a.m. to
12:15 p.m., eastern standard time.
Request to participate in the meeting
must be received by EPA on or before
April 21, 2005. To ensure proper receipt
by EPA, it is imperative that you
identify docket identification (ID)
number OPPT-2005-0012 in the subject
line on the first page of your request.
Individuals requiring special
accommodations at the meeting,
including wheelchair access, should
contact the person listed under FOR
FURTHER INFORMATION CONTACT at least 5
business days prior to the meeting.
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ADDRESSES: The meeting will be held at
RESOLVE, 1255 23rd St., NW., Suite
275, Washington, DC 20037.

Requests to participate in the meeting
may be submitted by e-mail, telephone,
fax, or through hand delivery/courier.
Follow the detailed instructions as
provided in Unit L. of the
SUPPLEMENTARY INFORMATION.

Comments may be submitted
electronically, by fax, or through hand
delivery/courier. Follow the detailed
instructions as provided in Unit I. of the
SUPPLEMENTARY INFORMATION.

FOR FURTHER INFORMATION CONTACT: Jane
Smith, Designated Federal Official
(DFQ), Office of Science Coordination
and Policy (7203M), Office of
Prevention, Pesticides and Toxic
Substances (OPPTS), Environmental
Protection Agency, 1200 Pennsylvania
Ave., NW., Washington, DC 20460—
0001; telephone number: (202) 564—
8476; fax number: (202) 564—8482; e-
mail address: smith.jane-scott@epa.gov.
SUPPLEMENTARY INFORMATION:

1. General Information

A. Does this Action Apply to Me?

This action is directed to the public
in general. This action may, however, be
of interest if you produce, manufacture,
use, consume, work with, or import
pesticide chemicals and other
substances. To determine whether you
or your business may have an interest in
this notice you should carefully
examine section 408(p) of the Federal
Food, Drug, and Cosmetic Act (FFDCA),
as amended by the Food Quality
Protection Act (FQPA) of 1996 (Public
Law 104-170), 21 U.S.C. 346a(p), and
amendments to the Safe Drinking Water
Act (SDWA) (Public Law 104—-182), 42
U.S.C. 300j—17. Since other entities may
also be interested, the Agency has not
attempted to describe all the specific
entities that may be interested in this
action. If you have any questions
regarding this action, consult the person
listed under FOR FURTHER INFORMATION
CONTACT.

B. How Can I Get Additional
Information, Including Copies of this
Document or Other Related Documents?

1. Docket. EPA has established an
official public docket for this action
under docket identification (ID) number
OPPT-2005-0012. The official public
docket consists of the documents
specifically referenced in this action,
any public comments received, and
other related information. Although a
part of the official docket, the public
docket does not include Confidential
Business Information (CBI) or other
information whose disclosure is

restricted by statute. The official public
docket is the collection of materials that
are available for public viewing at the
EPA Docket Center, Rm. B102-Reading
Room, EPA West, 1301 Constitution
Ave., NW., Washington, DC. The EPA
Docket Center is open from 8:30 a.m. to
4:30 p.m., Monday through Friday,
excluding legal holidays. The EPA
Docket Center Reading Room telephone
number is (202) 566—1744 and the
telephone number for the OPPT Docket,
which is located in the EPA Docket
Center, is (202) 566—0282.

2. Electronic access. You may access
this Federal Register document
electronically through the EPA Internet
under the “Federal Register” listings at
http://www.epa.gov/fedrgstr/. A meeting
agenda, a list of EDMVAC members and
information from previous EDMVS
meetings are available electronically,
from the EPA Internet Home Page at
http://www.epa.gov/scipoly/oscpendo/.

An electronic version of the public
docket is available through EPA’s
electronic public docket and comment
system, EPA Dockets. You may use EPA
Dockets at http://www.epa.gov/edocket/
to submit or view public comments,
access the index listing of the contents
of the official public docket, and to
access those documents in the public
docket that are available electronically.
Once in the system, select “search,”
then key in the appropriate docket ID
number.

C. How Can I Request to Participate in
the Meeting or Submit Comments?

You may submit a request to
participate in the meeting through e-
mail, telephone, fax, or hand delivery/
courier. We would normally accept
requests by mail, but in this time of
delays in delivery of government mail
due to health and security concerns, we
cannot assure your request would arrive
in a timely manner. Do not submit any
information in your request that is
considered CBI. Your request must be
received by EPA on or before April 21,
2005. To ensure proper receipt by EPA,
it is imperative that you identify docket
ID number OPPT-2005-0012 in the
subject line on the first page of your
request.

In accordance with the Federal
Advisory Committee Act (FACA), the
public is encouraged to submit written
comments on the topic of this meeting.
The EDMVAC will have a period
available during the meeting for public
comment. It is the policy of the
EDMVAC to accept written public
comments of any length, and to
accommodate oral public comments
whenever possible. The EDMVAC
expects that public statements presented

at its meeting will be on the meeting
topic and not be repetitive of previously
submitted oral or written statements.

1. Electronically. If you submit an
electronic request to participate in the
meeting or comments as prescribed in
this unit, EPA recommends that you
include your name, mailing address,
and an e-mail address or other contact
information in the body of your request
or comment. Also include this contact
information on the outside of any disk
or CD ROM you submit, and in any
cover letter accompanying the disk or
CD ROM. This ensures that you can be
identified as the submitter of the request
or comment and allows EPA to contact
you in case EPA cannot read your
request or comment due to technical
difficulties or needs further information
on the substance of your request or
comment. EPA’s policy is that EPA will
not edit your request or comment, and
any identifying or contact information
provided in the body of a request or
comment will be included as part of the
request or comment that is placed in the
official public docket, and made
available in EPA’s electronic public
docket. If EPA cannot read your request
or comment due to technical difficulties
and cannot contact you for clarification,
EPA may not be able to consider your
request or comment.

i. EPA Docket. You may use EPA’s
electronic public docket http://
www.epa.gov/edocket/, and follow the
online instructions for submitting
materials. Once in the system, select
“search,” and then key in docket ID
number OPPT-2005-0012. The system
is an “‘anonymous access’’ system,
which means EPA will not know your
identity, e-mail address, or other contact
information unless you provide it in the
body of your request.

ii. E-mail. Requests to participate in
the meeting or comments may be sent
by e-mail to oppt.ncic@epa.gov,
Attention: Docket ID Number OPPT-
2005-0012. In contrast to EPA’s
electronic public docket, EPA’s e-mail
system is not an “anonymous access”’
system. If you send an e-mail request
directly to the docket without going
through EPA’s electronic public docket,
EPA’s e-mail system automatically
captures your e-mail address. E-mail
addresses that are automatically
captured by EPA’s e-mail system are
included as part of the request that is
placed in the official public docket, and
made available in EPA’s electronic
public docket.

iii. Disk or CD ROM. You may submit
comments on a disk or CD ROM by
hand delivery, courier, or package
service, such as Federal Express, to the
person listed under FOR FURTHER



Federal Register/Vol. 70, No. 67/Friday, April 8,

2005 / Notices 17997

INFORMATION CONTACT. These electronic
submissions will be accepted in
WordPerfect or ASCII file format. Avoid
the use of special characters and any
form of encryption. Do not submit any
disk or CD ROM through the mail. Disks
and CD ROMs risk being destroyed
when handled as Federal Government
mail.

2. Telephone or fax. Telephone or fax
your request to participate in the
meeting to the person listed under FOR
FURTHER INFORMATION CONTACT.

3. By hand delivery or courier. Deliver
your comments to: OPPT Document
Control Office (DCO) in EPA East Bldg.,
Rm. 6428, 1201 Constitution Ave.,
Washington, DC. Attention: Docket ID
Number OPPT-2005-0012. The DCO is
open from 8 a.m. to 4 p.m., Monday
through Friday, excluding legal
holidays. The telephone number for the
DCO is (202) 564-8930.

II. Background

In 1996, through enactment of FQPA,
which amended the FFDCA, Congress
directed EPA to develop a screening
program, using appropriate validated
test systems and other scientifically
relevant information, to determine
whether certain substances may have
hormonal effects in humans. In 1996,
EPA chartered a scientific advisory
committee, the Endocrine Disruptor
Screening and Testing Advisory
Committee (EDSTAC), under the
authority of FACA, to advise it on
establishing a program to carry out
Congress’ directive. EDSTAC
recommended a multi-step approach
including a series of screens (Tier 1
screens) and tests (Tier 2 tests) for
determining whether a chemical
substance may have an effect similar to
that produced by naturally occurring
hormones. EPA adopted almost all of
EDSTAC’s recommendations in the
program that it developed, the
Endocrine Disruptor Screening Program
(EDSP), to carry out Congress’ directive.

EPA is in the process of developing
and validating the screens and tests that
EDSTACGC recommended for inclusion in
the EDSP. In carrying out this validation
exercise, EPA is working closely with,
and adhering to the principles of the
Interagency Coordinating Committee for
the Validation of Alternate Methods
(ICCVAM). EPA also is working closely
with the Organization for Economic
Cooperation and Development’s (OECD)
Endocrine Testing and Assessment Task
Force to validate and harmonize
endocrine screening tests of
international interest.

Finally, to ensure that EPA has the
best and most up-to-date advice
available regarding the validation of the

screens and tests in the EDSP, EPA
chartered the Endocrine Disruptor
Methods Validation Subcommmittee
(EDMVS) of the National Advisory
Council for Environmental Policy and
Technology (NACEPT). The EDMVS
convened nine meetings between
October 2001 and December 2003. In
2003, NACEPT recommended EDMVS
become an Agency level 1 FACA
Committee due to the complexity of the
recommendations. The EDMVAC was
chartered in 2004. The EDMVAC
provides independent advice and
counsel to the Agency on scientific and
technical issues related to validation of
the EDSP Tier 1 screens and Tier 2 tests,
including advice on methods for
reducing animal use, refining
procedures involving animals to make
them less stressful, and replacing
animals where scientifically
appropriate. EDMVAC and previous
EDMVS meeting information and
corresponding docket numbers are
available electronically, from the EPA
Internet Home Page at http://
www.epa.gov/scipoly/oscpendo/. You
may also go to the EPA Docket at http:/
/www.epa.gov/edocket/, and follow the
online instructions for submitting
materials.

ITI. Meeting Objectives for the April 26—
28, 2005 Meeting

The objectives for the April 26-28,
2005 meeting (docket ID number OPPT—
2005—0012) are to introduce the newly
established EDMVAC Committee,
review and discuss: Steroidogenesis
(Tier 1 Assay), Uterotrophic (Tier 1
Assay, OECD), EPA Fish Screen Multi-
Chemical Studies (Tier 1 Assay), OECD
Fish Screen Phase 1B (Tier 1 Assay),
Amphibian Metamorphosis Phase 1
Report and Phase 2 Draft Plan (Tier 1
Assay, OECD).

A list of the EDMVAC members and
meeting materials are available at http:/

/www.epa.gov/scipoly/oscpendo/ and in
the public docket.

List of Subjects

Environmental protection, Endocrine
disruptors, Hazardous substances,
Health, Safety.

Dated: April 1, 2005.
Clifford Gabriel,

Director, Office of Science Coordination and
Policy.

[FR Doc. 05-7043 Filed 4—7-05; 8:45 am]
BILLING CODE 6560-50-S

ENVIRONMENTAL PROTECTION
AGENCY

[OPP-2005-0017; FRL-7704-2]

Kasugamycin; Notice of Filing a

Pesticide Petition to Establish a

Tolerance for a Certain Pesticide
Chemical in or on Food

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Notice.

SUMMARY: This notice announces the
initial filing of a pesticide petition
proposing the establishment of
regulations for residues of a certain
pesticide chemical in or on various food
commodities.

DATES: Comments, identified by docket
identification (ID) number OPP—2005—
0017, must be received on or before May
9, 2005.

ADDRESSES: Comments may be
submitted electronically, by mail, or
through hand delivery/courier. Follow
the detailed instructions as provided in
Unit I. of the SUPPLEMENTARY
INFORMATION.

FOR FURTHER INFORMATION CONTACT:
Mary Waller, Registration Division
(7505C), Office of Pesticide Programs,
Environmental Protection Agency, 1200
Pennsylvania Ave., NW., Washington,
DC 20460-0001; telephone number:
(703) 308—9354; e-mail address:
waller.mary@epa.gov.

SUPPLEMENTARY INFORMATION:
1. General Information
A. Does this Action Apply to Me?

You may be potentially affected by
this action if you an agricultural
producer, food manufacturer, or
pesticide manufacturer. Potentially
affected entities may include, but are
not limited to:

¢ Crop production (NAICS 111)

¢ Animal production (NAICS 112)

¢ Food manufacturing (NAICS 311)

¢ Pesticide manufacturing (NAICS
32532)

This listing is not intended to be
exhaustive, but rather provides a guide
for readers regarding entities likely to be
affected by this action. Other types of
entities not listed in this unit could also
be affected. The North American
Industrial Classification System
(NAICS) codes have been provided to
assist you and others in determining
whether this action might apply to
certain entities. If you have any
questions regarding the applicability of
this action to a particular entity, consult
the person listed under FOR FURTHER
INFORMATION CONTACT.
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B. How Can I Get Copies of this
Document and Other Related
Information?

1. Docket. EPA has established an
official public docket for this action
under docket ID number OPP—2005—
0017. The official public docket consists
of the documents specifically referenced
in this action, any public comments
received, and other information related
to this action. Although a part of the
official docket, the public docket does
not include Confidential Business
Information (CBI) or other information
whose disclosure is restricted by statute.
The official public docket is the
collection of materials that is available
for public viewing at the Public
Information and Records Integrity
Branch (PIRIB), Rm. 119, Crystal Mall
#2, 1801 S. Bell St., Arlington, VA. This
docket facility is open from 8:30 a.m. to
4 p.m., Monday through Friday,
excluding legal holidays. The docket
telephone number is (703) 305-5805.

2. Electronic access. You may access
this Federal Register document
electronically through the EPA Internet
under the “Federal Register” listings at
http://www.epa.gov/fedrgstr/.

An electronic version of the public
docket is available through EPA’s
electronic public docket and comment
system, EPA Dockets. You may use EPA
Dockets at http://www.epa.gov/edocket/
to submit or view public comments,
access the index listing of the contents
of the official public docket, and to
access those documents in the public
docket that are available electronically.
Although not all docket materials may
be available electronically, you may still
access any of the publicly available
docket materials through the docket
facility identified in Unit I.B.1. Once in
the system, select ““‘search,” then key in
the appropriate docket ID number.

Certain types of information will not
be placed in the EPA Dockets.
Information claimed as CBI and other
information whose disclosure is
restricted by statute, which is not
included in the official public docket,
will not be available for public viewing
in EPA’s electronic public docket. EPA’s
policy is that copyrighted material will
not be placed in EPA’s electronic public
docket but will be available only in
printed, paper form in the official public
docket. To the extent feasible, publicly
available docket materials will be made
available in EPA’s electronic public
docket. When a document is selected
from the index list in EPA Dockets, the
system will identify whether the
document is available for viewing in
EPA’s electronic public docket.
Although not all docket materials may

be available electronically, you may still
access any of the publicly available
docket materials through the docket
facility identified in Unit .B.1. EPA
intends to work towards providing
electronic access to all of the publicly
available docket materials through
EPA'’s electronic public docket.

For public commenters, it is
important to note that EPA’s policy is
that public comments, whether
submitted electronically or in paper,
will be made available for public
viewing in EPA’s electronic public
docket as EPA receives them and
without change, unless the comment
contains copyrighted material, CBI, or
other information whose disclosure is
restricted by statute. When EPA
identifies a comment containing
copyrighted material, EPA will provide
a reference to that material in the
version of the comment that is placed in
EPA'’s electronic public docket. The
entire printed comment, including the
copyrighted material, will be available
in the public docket.

Public comments submitted on
computer disks that are mailed or
delivered to the docket will be
transferred to EPA’s electronic public
docket. Public comments that are
mailed or delivered to the docket will be
scanned and placed in EPA’s electronic
public docket. Where practical, physical
objects will be photographed, and the
photograph will be placed in EPA’s
electronic public docket along with a
brief description written by the docket
staff.

C. How and to Whom Do I Submit
Comments?

You may submit comments
electronically, by mail, or through hand
delivery/courier. To ensure proper
receipt by EPA, identify the appropriate
docket ID number in the subject line on
the first page of your comment. Please
ensure that your comments are
submitted within the specified comment
period. Comments received after the
close of the comment period will be
marked ‘“late.” EPA is not required to
consider these late comments. If you
wish to submit GBI or information that
is otherwise protected by statute, please
follow the instructions in Unit I.D. Do
not use EPA Dockets or e-mail to submit
CBI or information protected by statute.

1. Electronically. If you submit an
electronic comment as prescribed in this
unit, EPA recommends that you include
your name, mailing address, and an e-
mail address or other contact
information in the body of your
comment. Also include this contact
information on the outside of any disk
or CD ROM you submit, and in any

cover letter accompanying the disk or
CD ROM. This ensures that you can be
identified as the submitter of the
comment and allows EPA to contact you
in case EPA cannot read your comment
due to technical difficulties or needs
further information on the substance of
your comment. EPA’s policy is that EPA
will not edit your comment, and any
identifying or contact information
provided in the body of a comment will
be included as part of the comment that
is placed in the official public docket,
and made available in EPA’s electronic
public docket. If EPA cannot read your
comment due to technical difficulties
and cannot contact you for clarification,
EPA may not be able to consider your
comment.

i. EPA Dockets. Your use of EPA’s
electronic public docket to submit
comments to EPA electronically is
EPA’s preferred method for receiving
comments. Go directly to EPA Dockets
at http://www.epa.gov/edocket/, and
follow the online instructions for
submitting comments. Once in the
system, select “search,” and then key in
docket ID number OPP-2005-0017. The
system is an ‘‘anonymous access”’
system, which means EPA will not
know your identity, e-mail address, or
other contact information unless you
provide it in the body of your comment.

ii. E-mail. Comments may be sent by
e-mail to opp-docket@epa.gov,
Attention: Docket ID Number OPP-
2005—0017. In contrast to EPA’s
electronic public docket, EPA’s e-mail
system is not an ‘“‘anonymous access”’
system. If you send an e-mail comment
directly to the docket without going
through EPA’s electronic public docket,
EPA’s e-mail system automatically
captures your e-mail address. E-mail
addresses that are automatically
captured by EPA’s e-mail system are
included as part of the comment that is
placed in the official public docket, and
made available in EPA’s electronic
public docket.

iii. Disk or CD ROM. You may submit
comments on a disk or CD ROM that
you mail to the mailing address
identified in Unit I.C.2. These electronic
submissions will be accepted in
WordPerfect or ASCII file format. Avoid
the use of special characters and any
form of encryption.

2. By mail. Send your comments to:
Public Information and Records
Integrity Branch (PIRIB) (7502C), Office
of Pesticide Programs (OPP),
Environmental Protection Agency, 1200
Pennsylvania Ave., NW., Washington,
DC 20460-0001, Attention: Docket ID
Number OPP-2005-0017.

3. By hand delivery or courier. Deliver
your comments to: Public Information
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and Records Integrity Branch (PIRIB),
Office of Pesticide Programs (OPP),
Environmental Protection Agency, Rm.
119, Crystal Mall #2, 1801 S. Bell St.,
Arlington, VA, Attention: Docket ID
Number OPP-2005-0017. Such
deliveries are only accepted during the
docket’s normal hours of operation as
identified in Unit 1.B.1.

D. How Should I Submit CBI to the
Agency?

Do not submit information that you
consider to be CBI electronically
through EPA’s electronic public docket
or by e-mail. You may claim
information that you submit to EPA as
CBI by marking any part or all of that
information as CBI (if you submit CBI
on disk or CD ROM, mark the outside
of the disk or CD ROM as CBI and then
identify electronically within the disk or
CD ROM the specific information that is
CBI). Information so marked will not be
disclosed except in accordance with
procedures set forth in 40 CFR part 2.

In addition to one complete version of
the comment that includes any
information claimed as CBI, a copy of
the comment that does not contain the
information claimed as CBI must be
submitted for inclusion in the public
docket and EPA'’s electronic public
docket. If you submit the copy that does
not contain CBI on disk or CD ROM,
mark the outside of the disk or CD ROM
clearly that it does not contain CBIL.
Information not marked as CBI will be
included in the public docket and EPA’s
electronic public docket without prior
notice. If you have any questions about
CBI or the procedures for claiming CBI,
please consult the person listed under
FOR FURTHER INFORMATION CONTACT.

E. What Should I Consider as I Prepare
My Comments for EPA?

You may find the following
suggestions helpful for preparing your
comments:

1. Explain your views as clearly as
possible.

2. Describe any assumptions that you
used.

3. Provide copies of any technical
information and/or data you used that
support your views.

4. If you estimate potential burden or
costs, explain how you arrived at the
estimate that you provide.

5. Provide specific examples to
illustrate your concerns.

6. Make sure to submit your
comments by the deadline in this
notice.

7. To ensure proper receipt by EPA,
be sure to identify the docket ID number
assigned to this action in the subject
line on the first page of your response.

You may also provide the name, date,
and Federal Register citation.

II. What Action is the Agency Taking?

EPA has received a pesticide petition,
as follows, proposing the establishment
and/or amendment of regulations for
residues of a certain pesticide chemical
in or on various food commodities
under section 408 of the Federal Food,
Drug, and Cosmetic Act (FFDCA), 21
U.S.C. 346a. EPA has determined that
this pesticide petition contains data or
information regarding the elements set
forth in FFDCA section 408(d)(2);
however, EPA has not fully evaluated
the sufficiency of the submitted data at
this time or whether the data support
granting of the pesticide petition.
Additional data may be needed before
EPA rules on the petition.

List of Subjects

Environmental protection,
Agricultural commodities, Feed
additives, Food additives, Pesticides
and pests, Reporting and recordkeeping
requirements.

Dated: March 28, 2005.
Lois Rossi,

Director, Registration Division, Office of
Pesticide Programs.

Summary of Petition

The petitioner summary of the
pesticide petition (PP) is printed below
as required by FFDCA section 408(d)(3).
The summary of the petition was
prepared by the petitioner and
represents the view of the petitioner.
The petition summary announces the
availability of a description of the
analytical methods available to EPA for
the detection and measurement of the
pesticide chemical residues or an
explanation of why no such method is
needed.

Arvesta Corporation as agent for Hokko
Chemical Industry Co., Ltd.

PP 3E6579

EPA has received pesticide petition
3E6579 from Arvesta Corporation, 100
First St., Suite 1700, San Francisco, CA
94105 as agent for Hokko Chemical
Industry Co. Ltd. 4-20, Nihonbashi
Hongokucho 4 Chome, Chuo-Ku, Tokyo
103-8341, Japan, proposing, pursuant to
section 408(d) of the Federal Food,
Drug, and Cosmetic Act (FFDCA), 21
U.S.C. 346a(d), to amend 40 CFR part
180 by establishing tolerances for
residues of kasugamycin, 1L-1,3,4/2,5,6-
1-deoxy-2,3,4,5,6-pentahydroxy-
cyclohexyl-2-amino-2,3,4,6-tetradeoxy-
4-(o-iminoglycino)-o-D-arabino-
hexopyranoside, in or on the raw

agricultural commodity fruiting
vegetables (Crop Group 8) at 0.04 parts
per million (ppm), tomato juice at 0.06
ppm, tomato puree at 0.06 ppm, and
tomato paste at 0.25 ppm. EPA has
determined that the petition contains
data or information regarding the
elements set forth in FFDCA section
408(d)(2). However, EPA has not fully
evaluated the sufficiency of the
submitted data at this time or whether
the data supports granting of the
petition. Additional data may be needed
before EPA rules on the petition.

A. Residue Chemistry

1. Plant metabolism. The nature of
residues of kasugamycin in tomato was
investigated using 14C radiolabeled
kasugamycin. Parent kasugamycin was
the primary component in both fruit and
foliage. The main metabolite in fruit,
present at a maximum level of 0.01
ppm, was identified as kasugamycinic
acid, resulting from the conversion of
the iminomethyl function to a
carboxylic acid. Additional
investigation of extracts from foliage
indicated the presence of:

i. 2-N-acetyl kasugamycin, formed by
acylation of the primary amine.

ii. Kasuganobiosamine, formed by loss
of the carboxylic acid function of
kasugamycinic acid.

iii. Conjugates of kasugamycin and
kasugamycinic acid.

However, of the minor metabolites
found in the foliage, only the conjugates
were observed in tomato fruit.

2. Analytical method. A practical
analytical method for detecting and
measuring levels of kasugamycin has
been developed and validated in all
appropriate agricultural commodities.
This analytical method is suitable for
monitoring of food with residues at the
levels proposed for the tolerances. The
limit of quantitation (LOQ) for this
method is 0.04 ppm. An independent
laboratory validation of the residue
analytical method was successful.

3. Magnitude of residues. The number
of field residue trials required for an
import tolerance is based on the percent
of total consumed crop commodity
attributed to imports from countries
where the product is or is intended to
be registered for use on the crop. The
number of trials may be reduced if a
crop group tolerance is requested. Using
this consideration, EPA determined that
the residue field program should consist
of three trials on bell pepper, three trials
on non-bell pepper, and eight trials on
tomato. Field residue trials in support of
this import tolerance were conducted at
sites representative of locations in
which the product will be used on the
intended crops with applications at the
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maximum use rate for each crop. As a
result of the field trials, the tolerance
proposed for the fresh fruiting
vegetables is 0.04 ppm. A tomato
processing study was not conducted.
However, using the detectable levels of
kasugamycin residues in the tomato
fruits, the expected levels of residues in
tomato juice, tomato puree, and tomato
paste were calculated using the
maximum theoretical concentration
factors from the harmonized test
guideline OPPTS 860.1520 of 1.4, 1.4,
and 5.5, respectively. As a result of
these calculations, the following
tolerances are proposed for tomato
processing commodities: 0.06 ppm
(tomato juice), 0.06 ppm (tomato puree),
and 0.25 ppm (tomato paste).

B. Toxicological Profile

A full battery of toxicology testing
including studies of acute, subchronic,
chronic, oncogenicity, developmental,
reproductive, and genotoxicity effects is
available for kasugamycin. The acute
oral toxicity, the only acute testing
required for import tolerances, is low.
Subchronic and chronic studies exhibit
no-observed-effects-level (NOEL) values
from a low 5 milligram/kilogram/day
(mg/kg/day) (2—year chronic toxicity in
dogs) to 135 mg/kg/day (13—week
feeding study with mice). Kasugamycin
is not oncogenic and weight-of-evidence
indicates it is not genotoxic. There are
no concerns of developmental or
reproductive effects. The lowest chronic
NOEL of 3 mg/kg/day is taken from the
rabbit maternal toxicity in the
developmental study.

1. Acute toxicity. The acute oral
toxicity for kasugamycin (the only study
required for import tolerances
establishment) is very low. The acute
oral Lethal Dose to 50% (LDso) is greater
than 5,000 mg/kg, which will gives
kasugamycin a Toxicity Category IV.

2. Genotoxicty. Kasugamycin was
negative in the following assays:
Bacterial reverse mutation, Chinese
hamster ovary (CHO), chromosomal
aberration (in vitro), mammalian
erythrocyte micronucleus, unscheduled
DNA synthesis, in vitro mammalian cell
gene mutation. Overall, it is unlikely
that kasugamycin presents a genetic
hazard.

3. Reproductive and developmental
toxicity. Developmental effects of
kasugamycin were studied in rats and
rabbits and multi-generational effects on
reproduction were studied in rats.

1. Rat developmental. In the
developmental toxicity study conducted
with rats the maternal NOEL is 40 mg/
kg/day based on reduced body weight
gain and food consumption. There were
no developmental effects and the

developmental NOEL is 1,000 mg/kg/
day the highest dose tested.

ii. Rabbit developmental. In the
developmental toxicity study conducted
with rabbits the maternal NOEL is 3 mg/
kg/day based on reduced body weight
gain and food consumption, two
abortions and one total litter loss. There
were no developmental effects and the
developmental NOEL is 10 mg/kg/day
the highest dose tested.

iii. Reproduction. In the rat
reproduction study the parental NOEL
is 10 mg/kg/day based on decrease body
weight. The reproductive NOEL is 50
mg/kg/day (based on increase length of
time required for mating).

4. Subchronic toxicity. Subchronic
toxicity studies have been conducted
with kasugamycin in the rat, mouse, and
dog.

ig. Rats. Kasugamycin technical was
tested in rats in a 13—week feeding
study. Observations were altered blood
biochemistry, elevated absolute and
relative cecum weights, and increased
relative kidney weights. Both males and
females at the high dose increased their
water consumption compared to
controls. In addition, males in the 6,000
ppm group had an increase in
eosinophilic bodies in the proximal
tubule cells of the kidney and the
females had an increase in foam cell
aggregation in the lungs. Foam cells
generally contained lipid droplets and
may be derived from macrophage. The
NOEL is 300 ppm (17.53 mg/kg/day in
males and 22.33 mg/kg/day in females)

ii. Mice. A 13—week feeding study in
mice was conducted. Effects included
ulceration and inflammation of the
anus, altered hematological, and clinical
chemistry. Females in the 10,000 ppm
group had a diffuse basophilia and
hyperplasia of the epithelium of the
proximal tubule of the kidney.
Dilatation of the seminiferous tubules of
males was observed in the high-dose
group and sometimes associated with
degeneration of the seminiferous
epithelium. The NOEL is 1,000 ppm
(135.4 mg/kg/day in males and 170.9
mg/kg/day in females).

iii. Dog. A 13—week oral toxicity study
was conducted in beagle dogs. Effects
included decreased food consumption
and body weight gain, discolored feces,
tongue lesions, swollen mouth, and
excessive salivation. The NOEL is 300
ppm (10.59 mg/kg/day in males and
11.44 mg/kg/day in females).

5. Chronic toxicity. Kasugamycin has
been tested in chronic studies with
dogs, rats, and mice.

i. Rats. In a 24-month combined
chronic/oncogenicity study in rats
findings were increased cecum weights
and kidney weights, increased brown

pigment deposition in the kidney
proximal tubules and an increased
incidence of foam cell aggregation in the
lungs. No significant increase in
neoplastic lesions. The NOEL is 300
ppm (10.59 mg/kg/day in males and
11.44 mg/kg/day in females).

ii. Mice. Kasugamycin was
administered in diet to mice for 78
weeks. Observations were lower
absolute and relative spleen weights for
males at 1,500 ppm. The NOEL is 300
ppm (34.94 mg/kg/day in males and
42.49 mg/kg/day in females)

iii. Dog. Kasugamycin was
administered for 52 weeks to dogs. The
administration of 3,000 ppm
kasugamycin was associated with
minimally higher urea nitrogen and
creatinine, lower urine volume, and
higher urine specific gravity. The NOEL
is 1,000 ppm.

iv. Carcinogenicity. Kasugamycin did
not produce carcinogenicity in
adequately designed chronic studies
with rats or mice. Arvesta Corporation
anticipates that the cancer classification
of kasugamycin will be “E” (no
evidence of carcinogenicity for
humans).

6. Animal metabolism. Following
administration to the rodent, the
majority of kasugamycin is excreted into
the feces, a small amount was
eliminated in the urine, and less than
0.1% of the radioactivity was retained
in the carcass. Kasugamyecin is not
excreted in the bile and enterohepatic
circulation of kasugamycin does not
occur. There were no apparent sex
related differences.

7. Metabolite toxicology. No
metabolites of significant expected
toxicity were identified in the animal
metabolism study.

8. Endocrine disruption. Data from the
subchronic studies indicate that there is
no expected endocrine disruption
effects.

C. Aggregate Exposure

1. Dietary exposure. Acute and
chronic dietary analyses were
conducted to estimate exposure to
potential kasugamycin residues in or on
the following crops: Fruiting vegetables
using CARES software developed by
CropLife and DietRisk™ TSG’s
software. Kasugamycin is not used in
the United States so there is no need for
water exposure analysis. In calculating
the exposure the following assumptions
were made: Tolerance level of residues,
and 100% imported crops treated with
kasugamycin.

2. Food—i. The acute dietary margin
of exposure (MOE) estimates for
kasugamycin residues in food at 99.9th
percentile of females age 13—49 is higher
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than 12,000 based on a NOEL of 3 mg/
kg/day from the developmental toxicity
study. The acute dietary exposure to
kasugamycin for this group is less than
1% of the reference dose (RfD) which
was defined as the NOEL from the
developmental study in rabbits
including an uncertainty factor of 100
(NOEL = 3 mg/kg/day, RfD = 0.03 mg/
kg/day).

ii. Chronic dietary exposure to
kasugamycin residues of females age
13—-49 was less than 0.1% of the chronic
RfD. The RfD was defined as the NOEL
from the developmental study in rabbits
including an uncertainty factor of 100
(NOEL = 3 mg/kg/day, RfD = 0.03 mg/
kg/day).

These values are based on tolerance
level residues and 100% imported crops
treated with kasugamycin. These can be
considered conservative values.

D. Cumulative Effects

Section 408(b)(2)(D)(v) of FFDCA
requires that the Agency must consider
“available information” concerning the
cumulative effects of a particular
pesticide’s residues and “‘other
substances that have a common
mechanism of toxicity.” Available
information in this context includes not
only toxicity, chemistry, and exposure
data, but also scientific policies and
methodologies for understanding
common mechanism of toxicity and
conducting cumulative risk
assessments. For most pesticides,
although the Agency has some
information in its files that may turn out
to be helpful in eventually determining
whether a pesticide shares a common
mechanism of toxicity with any other
substances, EPA does not at this time
have methodologies to resolve the
complex scientific issues concerning
common mechanism of toxicity in a
meaningful way for most registered
pesticides. However, the mode of action
of kasugamycin differs substantially
from those of other aminoglycoside
antibiotics. Because kasugamycin acts at
a different point in protein syntheses
than that affected by other
aminoglycoside antibiotics, cross-
resistance between kasugamycin and
other similar antibiotics is extremely
unlikely. In addition, kasugamycin is
active only against phytopathogenic
fungi and bacteria. Because
kasugamyecin is not effective against
common human or animal pathogens, it
has never been employed as a human or
veterinary-use antibiotic. For the same
reason, there is essentially no possibility
that use of kasugamycin as a plant
protection agent can give rise to
antibiotic resistance in human or animal
pathogens.

E. Safety Determination

1. U.S. population. Using the
conservative assumptions of tolerance
level residues and 100% of imported
crops treated with kasugamycin, based
on the completeness and reliability of
the toxicity data, it is concluded that
dietary exposure to proposed uses of
kasugamycin will utilize less than 0.1%
of the chronic RfD and less than 1% of
the acute RfD for the females of
childbearing age population group, the
most sensitive group, and is likely to be
much less, as more realistic data and
models are developed. The MOE from
the dietary exposure for the same group
is higher than 12,000 and is likely to be
higher, as more realistic data and
models are developed. The Agency has
no cause for concern if total acute
residue contribution is less than 100%
of the acute RfD, because the RfD
represents the level at or below which
daily exposure over a lifetime will not
pose appreciable risk to human health.
Therefore, there is a reasonable certainty
that no harm will occur to the U.S.
population from dietary exposure to
residues of kasugamyecin.

2. Infants and children. The
toxicological database for evaluating
pre- and post-natal toxicity for
kasugamycin is complete with respect to
current data requirements. There are no
special pre- and post-natal toxicity for
infants and children, based on the
results of the rat and rabbit
developmental toxicity studies or the 2-
generation reproductive toxicity study
in rats. In all cases there were no
developmental and offspring toxicity
effects at the maternal toxicity level.
Using the conservative assumption
described in Unit E.1., based on the
completeness and reliability of the
toxicity data, it is concluded that the
exposure to the proposed uses of
kasugamycin on imported crops will
utilize at most 1.0% of the acute or
chronic RfD. Therefore, there is a
reasonable certainty that no harm will
occur to infants and children from
exposure to residues of kasugamycin.

F. International Tolerances

CODEX Maximum Residue Limits
(MRLs) have not been established for
kasugamycin in either tomato or
peppers, and a joint meeting on
pesticide residues (JMPR) review of
kasugamycin residue data is not
scheduled. Spain has established an
MRL for kasugamycin in tomato, at 0.05
ppm. There are no existing MRLs for
kasugamycin in pepper.

[FR Doc. 05-6848 Filed 4-7-05; 8:45 am]
BILLING CODE 6560-50-S

ENVIRONMENTAL PROTECTION
AGENCY

[OPP-2005-0074; FRL-7703-8]

Iprovalicarb; Notice of Filing a
Pesticide Petition to Establish a
Tolerance for a Certain Pesticide
Chemical in or on Food

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Notice.

SUMMARY: This notice announces the
initial filing of a pesticide petition
proposing the establishment of
regulations for residues of a certain
pesticide chemical in or on various food
commodities.

DATES: Comments, identified by docket
identification (ID) number OPP—2005—
0074, must be received on or before May
9, 2005.

ADDRESSES: Comments may be
submitted electronically, by mail, or
through hand delivery/courier. Follow
the detailed instructions as provided in
Unit I. of the SUPPLEMENTARY
INFORMATION.

FOR FURTHER INFORMATION CONTACT:
Mary Waller, Registration Division
(7505C), Office of Pesticide Programs,
Environmental Protection Agency, 1200
Pennsylvania Ave., NW., Washington,
DC 20460-0001; telephone number:
(703) 308—9354; e-mail address:
waller.mary@epa.gov.

SUPPLEMENTARY INFORMATION:
1. General Information
A. Does this Action Apply to Me?

You may be potentially affected by
this action if you are an agricultural
producer, food manufacturer, or
pesticide manufacturer. Potentially
affected entities may include, but are
not limited to:

¢ Crop production (NAICS 111)

¢ Animal production (NAICS 112)

¢ Food manufacturing (NAICS 311)

¢ Pesticide manufacturing (NAICS
32532)

This listing is not intended to be
exhaustive, but rather provides a guide
for readers regarding entities likely to be
affected by this action. Other types of
entities not listed in this unit could also
be affected. The North American
Industrial Classification System
(NAICS) codes have been provided to
assist you and others in determining
whether this action might apply to
certain entities. If you have any
questions regarding the applicability of
this action to a particular entity, consult
the person listed under FOR FURTHER
INFORMATION CONTACT.
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B. How Can I Get Copies of this
Document and Other Related
Information?

1. Docket. EPA has established an
official public docket for this action
under docket ID number OPP—2005—
0074. The official public docket consists
of the documents specifically referenced
in this action, any public comments
received, and other information related
to this action. Although a part of the
official docket, the public docket does
not include Confidential Business
Information (CBI) or other information
whose disclosure is restricted by statute.
The official public docket is the
collection of materials that is available
for public viewing at the Public
Information and Records Integrity
Branch (PIRIB), Rm. 119, Crystal Mall
#2, 1801 S. Bell St., Arlington, VA. This
docket facility is open from 8:30 a.m. to
4 p.m., Monday through Friday,
excluding legal holidays. The docket
telephone number is (703) 305-5805.

2. Electronic access. You may access
this Federal Register document
electronically through the EPA Internet
under the “Federal Register” listings at
http://www.epa.gov/fedrgstr/.

An electronic version of the public
docket is available through EPA’s
electronic public docket and comment
system, EPA Dockets. You may use EPA
Dockets at http://www.epa.gov/edocket/
to submit or view public comments,
access the index listing of the contents
of the official public docket, and to
access those documents in the public
docket that are available electronically.
Although not all docket materials may
be available electronically, you may still
access any of the publicly available
docket materials through the docket
facility identified in Unit I.B.1. Once in
the system, select ““‘search,” then key in
the appropriate docket ID number.

Certain types of information will not
be placed in the EPA Dockets.
Information claimed as CBI and other
information whose disclosure is
restricted by statute, which is not
included in the official public docket,
will not be available for public viewing
in EPA’s electronic public docket. EPA’s
policy is that copyrighted material will
not be placed in EPA’s electronic public
docket but will be available only in
printed, paper form in the official public
docket. To the extent feasible, publicly
available docket materials will be made
available in EPA’s electronic public
docket. When a document is selected
from the index list in EPA Dockets, the
system will identify whether the
document is available for viewing in
EPA’s electronic public docket.
Although not all docket materials may

be available electronically, you may still
access any of the publicly available
docket materials through the docket
facility identified in Unit I.B. EPA
intends to work towards providing
electronic access to all of the publicly
available docket materials through
EPA'’s electronic public docket.

For public commenters, it is
important to note that EPA’s policy is
that public comments, whether
submitted electronically or in paper,
will be made available for public
viewing in EPA’s electronic public
docket as EPA receives them and
without change, unless the comment
contains copyrighted material, CBI, or
other information whose disclosure is
restricted by statute. When EPA
identifies a comment containing
copyrighted material, EPA will provide
a reference to that material in the
version of the comment that is placed in
EPA'’s electronic public docket. The
entire printed comment, including the
copyrighted material, will be available
in the public docket.

Public comments submitted on
computer disks that are mailed or
delivered to the docket will be
transferred to EPA’s electronic public
docket. Public comments that are
mailed or delivered to the docket will be
scanned and placed in EPA’s electronic
public docket. Where practical, physical
objects will be photographed, and the
photograph will be placed in EPA’s
electronic public docket along with a
brief description written by the docket
staff.

C. How and to Whom Do I Submit
Comments?

You may submit comments
electronically, by mail, or through hand
delivery/courier. To ensure proper
receipt by EPA, identify the appropriate
docket ID number in the subject line on
the first page of your comment. Please
ensure that your comments are
submitted within the specified comment
period. Comments received after the
close of the comment period will be
marked ‘“late.” EPA is not required to
consider these late comments. If you
wish to submit GBI or information that
is otherwise protected by statute, please
follow the instructions in Unit I.D. Do
not use EPA Dockets or e-mail to submit
CBI or information protected by statute.

1. Electronically. If you submit an
electronic comment as prescribed in this
unit, EPA recommends that you include
your name, mailing address, and an e-
mail address or other contact
information in the body of your
comment. Also include this contact
information on the outside of any disk
or CD ROM you submit, and in any

cover letter accompanying the disk or
CD ROM. This ensures that you can be
identified as the submitter of the
comment and allows EPA to contact you
in case EPA cannot read your comment
due to technical difficulties or needs
further information on the substance of
your comment. EPA’s policy is that EPA
will not edit your comment, and any
identifying or contact information
provided in the body of a comment will
be included as part of the comment that
is placed in the official public docket,
and made available in EPA’s electronic
public docket. If EPA cannot read your
comment due to technical difficulties
and cannot contact you for clarification,
EPA may not be able to consider your
comment.

i. EPA Dockets. Your use of EPA’s
electronic public docket to submit
comments to EPA electronically is
EPA’s preferred method for receiving
comments. Go directly to EPA Dockets
at http://www.epa.gov/edocket/, and
follow the online instructions for
submitting comments. Once in the
system, select “search,” and then key in
docket ID number OPP-2005-0074. The
system is an ‘‘anonymous access”’
system, which means EPA will not
know your identity, e-mail address, or
other contact information unless you
provide it in the body of your comment.

ii. E-mail. Comments may be sent by
e-mail to opp-docket@epa.gov,
Attention: Docket ID Number OPP-
2005—-0074. In contrast to EPA’s
electronic public docket, EPA’s e-mail
system is not an ‘“‘anonymous access”’
system. If you send an e-mail comment
directly to the docket without going
through EPA’s electronic public docket,
EPA’s e-mail system automatically
captures your e-mail address. E-mail
addresses that are automatically
captured by EPA’s e-mail system are
included as part of the comment that is
placed in the official public docket, and
made available in EPA’s electronic
public docket.

iii. Disk or CD ROM. You may submit
comments on a disk or CD ROM that
you mail to the mailing address
identified in Unit I.C.2. These electronic
submissions will be accepted in
WordPerfect or ASCII file format. Avoid
the use of special characters and any
form of encryption.

2. By mail. Send your comments to:
Public Information and Records
Integrity Branch (PIRIB) (7502C), Office
of Pesticide Programs (OPP),
Environmental Protection Agency, 1200
Pennsylvania Ave., NW., Washington,
DC 20460-0001, Attention: Docket ID
Number OPP-2005-0074.

3. By hand delivery or courier. Deliver
your comments to: Public Information
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and Records Integrity Branch (PIRIB),
Office of Pesticide Programs (OPP),
Environmental Protection Agency, Rm.
119, Crystal Mall #2, 1801 S. Bell St.,
Arlington, VA, Attention: Docket ID
Number OPP-2005-0074. Such
deliveries are only accepted during the
docket’s normal hours of operation as
identified in Unit 1.B.1.

D. How Should I Submit CBI to the
Agency?

Do not submit information that you
consider to be CBI electronically
through EPA’s electronic public docket
or by e-mail. You may claim
information that you submit to EPA as
CBI by marking any part or all of that
information as CBI (if you submit CBI
on disk or CD ROM, mark the outside
of the disk or CD ROM as CBI and then

identify electronically within the disk or

CD ROM the specific information that is
CBI). Information so marked will not be
disclosed except in accordance with
procedures set forth in 40 CFR part 2.

In addition to one complete version of
the comment that includes any
information claimed as CBI, a copy of
the comment that does not contain the
information claimed as CBI must be
submitted for inclusion in the public
docket and EPA'’s electronic public
docket. If you submit the copy that does
not contain CBI on disk or CD ROM,
mark the outside of the disk or CD ROM
clearly that it does not contain CBIL.
Information not marked as CBI will be
included in the public docket and EPA’s
electronic public docket without prior
notice. If you have any questions about
CBI or the procedures for claiming CBI,
please consult the person listed under
FOR FURTHER INFORMATION CONTACT.

E. What Should I Consider as I Prepare
My Comments for EPA?

You may find the following
suggestions helpful for preparing your
comments:

1. Explain your views as clearly as
possible.

2. Describe any assumptions that you
used.

3. Provide copies of any technical
information and/or data you used that
support your views.

4. If you estimate potential burden or
costs, explain how you arrived at the
estimate that you provide.

5. Provide specific examples to
illustrate your concerns.

6. Make sure to submit your
comments by the deadline in this
notice.

7. To ensure proper receipt by EPA,
be sure to identify the docket ID number
assigned to this action in the subject
line on the first page of your response.

You may also provide the name, date,
and Federal Register citation.

II. What Action is the Agency Taking?

EPA has received a pesticide petition
as follows proposing the establishment
and/or amendment of regulations for
residues of a certain pesticide chemical
in or on various food commodities
under section 408 of the Federal Food,
Drug, and Cosmetic Act (FFDCA), 21
U.S.C. 346a. EPA has determined that
this petition contains data or
information regarding the elements set
forth in FFDCA section 408(d)(2);
however, EPA has not fully evaluated
the sufficiency of the submitted data at
this time or whether the data support
granting of the petition. Additional data
may be needed before EPA rules on the
petition.

List of Subjects

Environmental protection,
Agricultural commodities, Feed
additives, Food additives, Pesticides
and pests, Reporting and recordkeeping
requirements.

Dated: March 28, 2005.
Lois Rossi,
Director, Registration Division, Office of
Pesticide Programs.

Summary of Petition

The petitioner summary of the
pesticide petition is printed below as
required by FFDCA section 408(d)(3).
The summary of the petition was
prepared by the petitioner and
represents the view of the petitioner.
The petition summary announces the
availability of a description of the
analytical methods available to EPA for
the detection and measurement of the
pesticide chemical residues or an
explanation of why no such method is
needed.

Bayer CropScience AG

PP 3E6578

EPA has received a pesticide petition
(3E6578) from Bayer CropScience AG; 2
T.W. Alexander Drive; Research
Triangle Park, NC 27709 proposing,
pursuant to section 408(d) of the Federal
Food, Drug, and Cosmetic Act (FFDCA),
21 U.S.C. 346a(d), to amend 40 CFR
180.581 by establishing a tolerance for
residues of iprovalicarb in or on the raw
agricultural commodity tomato at 1.0
parts per million (ppm). EPA has
determined that the petition contains
data or information regarding the
elements set forth in section 408(d)(2) of
the FFDCA; however, EPA has not fully
evaluated the sufficiency of the
submitted data at this time or whether
the data support granting of the petition.

Additional data may be needed before
EPA rules on the petition.

A. Residue Chemistry

1. Plant metabolism. The metabolism
of iprovalicarb was investigated in
grapes, potatoes and tomatoes, and the
metabolic pathway is similar in the
three crops. The rate of degradation on
plants is quite low, and the parent
compound was always the major
component, with quantitatively relevant
metabolites formed only in potatoes.
The metabolites observed in the potato
were also observed in the rat. Therefore,
iprovalicarb is the only residue of
concern. Plant metabolism proceeds
along three pathways:

i. Hydroxylation/glycosylation of
parent at the 4-methyl group on the
phenyl ring, followed by further
conjugations.

ii. Cleavage of the amide group
between the L-valine and p-methyl-
phenethylamine moieties.

iii. Hydroxylation/glycosylation of
parent at the phenyl-ring 3 position.

2. Analytical method. Iprovalicarb
residues are quantified by reversed
phase HPLC with Electrospray MS/MS-
detection. The instrument response was
linear over the range of 0.0005 to 0.26
ppm. For the analysis of iprovalicarb
residues in tomatoes, the limit of
quantification and the limit of detection
were determined to be 0.02 ppm and
0.005 ppm, respectively. Iprovalicarb
residue recoveries ranged from 81% to
98% for tomato samples fortified at
0.017 ppm and from 80% to 90% for
tomato sampled fortified at 0.166 ppm.

3. Magnitude of residues. Twenty
residues trials were conducted that are
representative of tomatoes grown in
countries that export tomato
commodities to the United States. The
maximum iprovalicarb residue in/on
whole, unwashed tomatoes grown for
exportation to the United States was
0.41 ppm. The average iprovalicarb
residue in/on whole, unwashed
tomatoes grown for exportation to the
United States as fresh tomatoes and
processed tomatoes was 0.12 ppm and
0.07 ppm, respectively. Washing of
whole tomatoes reduces iprovalicarb
residues by 56%. Iprovalicarb residues
were reduced by 88%, 73% and 71%
via processing of fresh, unwashed
tomatoes to peeled fruit, juice and
puree, respectively. The iprovalicarb
residue concentration factor for tomato
paste is 1.38. The theoretical maximum
iprovalicarb residue in tomato paste is
0.56 ppm, (0.41 ppm x 1.38 = 0.56
ppm). Since tomato paste is a blended
commodity and the average residue in/
on tomatoes grown for export to the
United States as processed tomatoes is
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0.07 ppm, the anticipated iprovalicarb
residue in tomato paste is only 0.10
ppm. (0.07 ppm x 1.38 = 0.10 ppm).

B. Toxicological Profile

OPPTS Harmonized Guideline
870.1100, Acute oral toxicity, LDsg
5,000 milligram/kilogram/body weight
(mg/kg/bwt) is the only entry that did
not appear in Table 1 of the final rule
of August 22, 2002.

1. Acute toxicity. See Table 1 of the
final rule published in the Federal
Register of August 22, 2002 (67 FR
54351) (FRL-7194-3).

2. Genotoxicity. See Table 1 of the
final rule published in the Federal
Register of August 22, 2002 (67 FR
54351).

3. Reproductive and developmental
toxicity. See Table 1 of the final rule
published in the Federal Register of
August 22, 2002 (67 FR 54351).

4. Subchronic toxicity. See Table 1 of
the final rule published in the Federal
Register of August 22, 2002 (67 FR
54351).

5.Chronic toxicity. See Table 1 of the
final rule published in the Federal
Register of August 22, 2002 (67 FR
54351).

6. Animal metabolism. See Table 1 of
the final rule published in the Federal
Register of August 22, 2002 (67 FR
54351).

7. Metabolite toxicology. The toxicity
of p-methyl-phenethylamine, a rat, plant
and soil metabolite, was investigated in
two studies:

i. The acute oral LDso in Wistar rats
was determined to be in the range of 300
to 500 mg/kg/bwt.

ii. No mutagenic activity was
observed in the Salmonella/microsome
test. p-Methyl-phenethylamine was
found at concentrations of <0.2% and
has been determined to not be
toxicologically significant.

8. Endocrine disruption. No endocrine
disruption potential was observed in the
2—generation reproduction study,
developmental toxicity studies,
subchronic feeding studies, and chronic
feeding studies.

C. Aggregate Exposure

1. Dietary exposure. There are no
registered uses of iprovalicarb in the
United States, and no registrations are
pending. Dietary exposure to
iprovalicarb in the United States is
limited to residues in/on imported grape
commodities and the proposed
imported tomato commodities.

i. Food. Exposure to iprovalicarb
residues in food is limited to imported
grape and tomato commodities. U.S.
consumption of fresh grapes, grape
juice, raisins and wine that is from

imported sources is estimated to be
35%, 43.3%, 7%, and 15%,
respectively. The percent U.S.
consumption of tomato commodities
potentially treated with iprovalicarb
that is from imported sources is
estimated to be 13.4% for fresh tomatoes
and 2.9% for processed tomatoes.

ii. Drinking water. Iprovalicarb is not
registered for use in the United States.
Therefore, there is no exposure to
iprovalicarb through drinking water in
the United States.

2. Non-dietary exposure. Iprovalicarb
is not registered for use in the United
States. Therefore, there is no non-
dietary exposure to iprovalicarb in the
United States.

D. Cumulative Effects

Iprovalicarb is a member of a new
class of chemistry and does not have a
mode of action that is common with
other registered pesticides. Therefore,
there are no cumulative effects.

E. Safety Determination

1. U.S. population. Iprovalicarb has
low acute toxicity, so no acute safety
determination is needed. EPA has
previously determined that the chronic
Population Adjusted Dose for
iprovalicarb is 0.026 mg/kg/bwt/day and
the uncertainty factor is 100. Based
upon average residues in/on imported
tomato commodities, and assuming that
100% of the tomato commodities that
are imported from countries in which
iprovalicarb is potentially used have
been treated with iprovalicarb, the
estimated chronic dietary risk based
upon exposure of 50% of the reference
population was estimated using CARES
verison 1.3 to be 0.1% of the cPAD. The
excess lifetime cancer risk was
estimated using CARES version 1.3 to be
1.64 x 10-8.

2. Infants and children. The
population subgroup with the maximum
estimated dietary exposure is children
age 1 to 2 years old. For this subgroup,
and using the same assumptions as
listed for the U.S. population, the
estimated chronic dietary risk is 0.5% of
the cPAD.

F. International Tolerances

Currently, there is no CODEX
maximum residue level (MRL) for
iprovalicarb residues in/on tomatoes.
Italy is the only country for which there
currently is a registration for the use of
iprovalicarb on tomatoes and for which
the additional active ingredient
included in the formulation for
resistance management purposes also
has a U.S. tolerance. Italy has

established an MRL of 1.0 ppm for
iprovalicarb residues in/on tomatoes.

[FR Doc. 05-7042 Filed 4-7-05; 8:45 am]
BILLING CODE 6560-50-S

ENVIRONMENTAL PROTECTION
AGENCY

[OPP-2005-0089; FRL-7706-8]

Flumioxazin; Notice of Filing a
Pesticide Petition to Establish a
Tolerance for a Certain Pesticide
Chemical in or on Food

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Notice.

SUMMARY: This notice announces the
initial filing of a pesticide petition
proposing the establishment of
regulations for residues of a certain
pesticide chemical in or on various food
commodities.

DATES: Comments, identified by docket
identification (ID) number OPP-2005—
0089, must be received on or before May
9, 2005.

ADDRESSES: Comments may be
submitted electronically, by mail, or
through hand delivery/courier. Follow
the detailed instructions as provided in
Unit I. of the SUPPLEMENTARY
INFORMATION.

FOR FURTHER INFORMATION CONTACT:
Joanne I. Miller, Registration Division
(7505C), Office of Pesticide Programs,
Environmental Protection Agency, 1200
Pennsylvania Ave., NW.,Washington,
DC 20460-0001; telephone number:
(703) 305—6224; e-mail address:
miller.joanne@epamail.epa.gov.

SUPPLEMENTARY INFORMATION:
1. General Information
A. Does this Action Apply to Me?

You may be potentially affected by
this action if you an agricultural
producer, food manufacturer, or
pesticide manufacturer. Potentially
affected entities may include, but are
not limited to:

e Crop production (NAICS 111)

e Animal production (NAICS 112)

e Food manufacturing (NAICS 311)

e Pesticide manufacturing (NAICS
32532)

This listing is not intended to be
exhaustive, but rather provides a guide
for readers regarding entities likely to be
affected by this action. Other types of
entities not listed in this unit could also
be affected. The North American
Industrial Classification System
(NAICS) codes have been provided to
assist you and others in determining
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whether this action might apply to
certain entities. If you have any
questions regarding the applicability of
this action to a particular entity, consult
the person listed under FOR FURTHER
INFORMATION CONTACT.

B. How Can I Get Copies of this
Document and Other Related
Information?

1. Docket. EPA has established an
official public docket for this action
under docket ID number OPP—2005—
0089. The official public docket consists
of the documents specifically referenced
in this action, any public comments
received, and other information related
to this action. Although, a part of the
official docket, the public docket does
not include Confidential Business
Information (CBI) or other information
whose disclosure is restricted by statute.
The official public docket is the
collection of materials that is available
for public viewing at the Public
Information and Records Integrity
Branch (PIRIB), Rm. 119, Crystal Mall
#2, 1801 S. Bell St., Arlington, VA. This
docket facility is open from 8:30 a.m. to
4 p.m., Monday through Friday,
excluding legal holidays. The docket
telephone number is (703) 305-5805.

2. Electronic access. You may access
this Federal Register document
electronically through the EPA Internet
under the “Federal Register” listings at
http://www.epa.gov/fedrgstr/.

An electronic version of the public
docket is available through EPA’s
electronic public docket and comment
system, EPA Dockets. You may use EPA
Dockets at http://www.epa.gov/edocket/
to submit or view public comments,
access the index listing of the contents
of the official public docket, and to
access those documents in the public
docket that are available electronically.
Although, not all docket materials may
be available electronically, you may still
access any of the publicly available
docket materials through the docket
facility identified in Unit I.B.1. Once in
the system, select “search,” then key in
the appropriate docket ID number.

Certain types of information will not
be placed in the EPA Dockets.
Information claimed as CBI and other
information whose disclosure is
restricted by statute, which is not
included in the official public docket,
will not be available for public viewing
in EPA’s electronic public docket. EPA’s
policy is that copyrighted material will
not be placed in EPA’s electronic public
docket but will be available only in
printed, paper form in the official public
docket. To the extent feasible, publicly
available docket materials will be made
available in EPA’s electronic public

docket. When a document is selected
from the index list in EPA Dockets, the
system will identify whether the
document is available for viewing in
EPA’s electronic public docket.
Although, not all docket materials may
be available electronically, you may still
access any of the publicly available
docket materials through the docket
facility identified in Unit I.B. EPA
intends to work towards providing
electronic access to all of the publicly
available docket materials through
EPA’s electronic public docket.

For public commenters, it is
important to note that EPA’s policy is
that public comments, whether
submitted electronically or on paper,
will be made available for public
viewing in EPA’s electronic public
docket as EPA receives them and
without change, unless the comment
contains copyrighted material, CBI, or
other information whose disclosure is
restricted by statute. When EPA
identifies a comment containing
copyrighted material, EPA will provide
a reference to that material in the
version of the comment that is placed in
EPA’s electronic public docket. The
entire printed comment, including the
copyrighted material, will be available
in the public docket.

Public comments submitted on
computer disks that are mailed or
delivered to the docket will be
transferred to EPA’s electronic public
docket. Public comments that are
mailed or delivered to the docket will be
scanned and placed in EPA’s electronic
public docket. Where practical, physical
objects will be photographed, and the
photograph will be placed in EPA’s
electronic public docket along with a
brief description written by the docket
staff.

C. How and to Whom Do I Submit
Comments?

You may submit comments
electronically, by mail, or through hand
delivery/courier. To ensure proper
receipt by EPA, identify the appropriate
docket ID number in the subject line on
the first page of your comment. Please
ensure that your comments are
submitted within the specified comment
period. Comments received after the
close of the comment period will be
marked ‘““late.” EPA is not required to
consider these late comments. If you
wish to submit GBI or information that
is otherwise protected by statute, please
follow the instructions in Unit I.D. Do
not use EPA Dockets or e-mail to submit
CBI or information protected by statute.

1. Electronically. If you submit an
electronic comment as prescribed in this
unit, EPA recommends that you include

your name, mailing address, and an e-
mail address or other contact
information in the body of your
comment. Also, include this contact
information on the outside of any disk
or CD ROM you submit, and in any
cover letter accompanying the disk or
CD ROM. This ensures that you can be
identified as the submitter of the
comment and allows EPA to contact you
in case EPA cannot read your comment
due to technical difficulties or needs
further information on the substance of
your comment. EPA’s policy is that EPA
will not edit your comment, and any
identifying or contact information
provided in the body of a comment will
be included as part of the comment that
is placed in the official public docket,
and made available in EPA’s electronic
public docket. If EPA cannot read your
comment due to technical difficulties
and cannot contact you for clarification,
EPA may not be able to consider your
comment.

i. EPA Dockets. Your use of EPA’s
electronic public docket to submit
comments to EPA electronically is
EPA’s preferred method for receiving
comments. Go directly to EPA Dockets
at http://www.epa.gov/edocket/, and
follow the online instructions for
submitting comments. Once in the
system, select “‘search,” and then key in
docket ID number OPP-2005-0089. The
system is an ‘“‘anonymous access”’
system, which means EPA will not
know your identity, e-mail address, or
other contact information unless you
provide it in the body of your comment.

ii. E-mail. Comments may be sent by
e-mail to opp-docket@epa.gov,
Attention: Docket ID number OPP—
2005-0089. In contrast to EPA’s
electronic public docket, EPA’s e-mail
system is not an “anonymous access”’
system. If you send an e-mail comment
directly to the docket without going
through EPA’s electronic public docket,
EPA’s e-mail system automatically
captures your e-mail address. E-mail
addresses that are automatically
captured by EPA’s e-mail system are
included as part of the comment that is
placed in the official public docket, and
made available in EPA’s electronic
public docket.

iii. Disk or CD ROM. You may submit
comments on a disk or CD ROM that
you mail to the mailing address
identified in Unit I.C.2. These electronic
submissions will be accepted in
WordPerfect or ASCII file format. Avoid
the use of special characters and any
form of encryption.

2. By mail. Send your comments to:
Public Information and Records
Integrity Branch (PIRIB) (7502C), Office
of Pesticide Programs (OPP),
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Environmental Protection Agency, 1200
Pennsylvania Ave., NW., Washington,
DC 20460-0001, Attention: Docket ID
number OPP-2005-0089.

3. By hand delivery or courier. Deliver
your comments to: Public Information
and Records Integrity Branch (PIRIB),
Office of Pesticide Programs (OPP),
Environmental Protection Agency, Rm.
119, Crystal Mall #2, 1801 S. Bell St.,
Arlington, VA, Attention: Docket ID
number OPP-2005-0089. Such
deliveries are only accepted during the
docket’s normal hours of operation as
identified in Unit I.B.1.

D. How Should I Submit CBI to the
Agency?

Do not submit information that you
consider to be CBI electronically
through EPA’s electronic public docket
or by e-mail. You may claim
information that you submit to EPA as
CBI by marking any part or all of that
information as CBI (if you submit CBI
on disk or CD ROM, mark the outside
of the disk or CD ROM as CBI and then
identify electronically within the disk or
CD ROM the specific information that is
CBI). Information so marked will not be
disclosed except in accordance with
procedures set forth in 40 CFR part 2.

In addition to one complete version of
the comment that includes any
information claimed as CBI, a copy of
the comment that does not contain the
information claimed as CBI must be
submitted for inclusion in the public
docket and EPA’s electronic public
docket. If you submit the copy that does
not contain CBI on disk or CD ROM,
mark the outside of the disk or CD ROM
clearly that it does not contain CBI.
Information not marked as CBI will be
included in the public docket and EPA’s
electronic public docket without prior
notice. If you have any questions about
CBI or the procedures for claiming CBI,
please consult the person listed under
FOR FURTHER INFORMATION CONTACT.

E. What Should I Consider as I Prepare
My Comments for EPA?

You may find the following
suggestions helpful for preparing your
comments:

1. Explain your views as clearly as
possible.

2. Describe any assumptions that you
used.

3. Provide copies of any technical
information and/or data you used that
support your views.

4. If you estimate potential burden or
costs, explain how you arrived at the
estimate that you provide.

5. Provide specific examples to
illustrate your concerns.

6. Make sure to submit your
comments by the deadline in this
notice.

7. To ensure proper receipt by EPA,
be sure to identify the docket ID number
assigned to this action in the subject
line on the first page of your response.
You may also provide the name, date,
and Federal Register citation.

II. What Action is the Agency Taking?

EPA has received a pesticide petition
as follows proposing the establishment
and/or amendment of regulations for
residues of a certain pesticide chemical
in or on various food commodities
under section 408 of the Federal Food,
Drug, and Cosmetic Act (FFDCA), 21
U.S.C. 346a. EPA has determined that
this petition contains data or
information regarding the elements set
forth in FFDCA section 408(d)(2);
however, EPA has not fully evaluated
the sufficiency of the submitted data at
this time or whether the data support
granting of the petition. Additional data
may be needed before EPA rules on the
petition.

List of Subjects

Environmental protection,
Agricultural commodities, Feed
additives, Food additives, Pesticides
and pests, Reporting and recordkeeping
requirements.

Dated: March 22, 2005.
Lois Rossi,

Director, Registration Division, Office of
Pesticide Programs.

Summary of Petition

The petitioner’s summary of the
pesticide petition is printed below as
required by FFDCA section 408(d)(3).
The summary of the petition was
prepared by Interregional Research
Project Number 4 (IR—4), and represents
the view of the petitioner. The petition
summary announces the availability of
a description of the analytical methods
available to EPA for the detection and
measurement of the pesticide chemical
residues or an explanation of why no
such method is needed.

Interregional Research Project Number
4 (IR-4)

PP 4E6845

EPA has received a pesticide petition
(4E6845) from Interregional Research
Project Number 4 (IR—4), Rutgers, State
University of New Jersey, 681 U.S.
Highway No. 1 S. North New
Brunswick, NJ 08902, proposing,
pursuant to section 408(d) of the Federal
Food, Drug, and Cosmetic Act (FFDCA),
21 U.S.C. 346a(d), to amend 40 CFR part
180, by establishing a tolerance for

residues of the herbicide chemical
flumioxazin, 2-[7-fluoro-3,4-dihydro-3-
0X0-4-(2-propynyl)-2H-1,4-benzoxazin-
6-yl]-4,5,6,7-tetrahydro-1H-isoindole-
1,3(2H)-dione, in or on strawberry at
0.10 parts per million (ppm). EPA has
determined that the petitions contain
data or information regarding the
elements set forth in section 408(d)(2) of
the FFDCA; however, EPA has not fully
evaluated the sufficiency of the
submitted data at this time or whether
the data support granting of the petition.
Additional data may be needed before
EPA rules on the petition.

A. Residue Chemistry

1. Plant metabolism. The metabolism
of flumioxazin is adequately understood
for the purpose of the proposed
tolerances.

2. Analytical method. Practical
analytical methods for detecting and
measuring levels of flumioxazin have
been developed and validated in/on all
appropriate agricultural commodities
and respective processing fractions. The
LOQ of flumioxazin in the methods is
0.02 ppm which will allow monitoring
of food with residues at the levels
proposed for the tolerances.

3. Magnitude of residues. Residue
data on strawberry have been submitted
which adequately support the requested
tolerance.

B. Toxicological Profile

The toxicological profile for
flumioxazin which supports this
petition for tolerances was published in
the Federal Register on March 31, 2004
(69 FR 16823)(FRL-7351-2).

C. Aggregate Exposure

1. Dietary exposure. Acute and
chronic dietary analyses were
conducted to estimate exposure to
potential flumioxazin residues in/on the
following crops: Peanuts, soybeans, and
cottonseed oil (existing tolerances);
grapes, almond, pistachio, and
sugarcane, vegetable, tuberous and corm
(Subgroup 1C), mint, and fruit, pome
(Group 11) and fruit, stone (Group 12)
(tolerances pending); asparagus,
vegetable, bulb (Group 3), leaf petioles
(Subgroup 4B), dried shelled peas and
beans Subgroup 6C), vegetables, fruiting
(Group 8), vegetables, cucurbit (Group
9), berries (Group 13), and nut, tree
(Group 14)(tolerances to be proposed in
the future); and strawberry (tolerances
proposed in the current petition). The
Cumulative and Aggregate Risk
Evaluation System (CARES) Version 2.0
was used to conduct these assessments.
These Tier I assessments used issued
and proposed tolerances, default
processing factors, and the assumption
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of 100% crop treated. No adjustments
were made for common washing,
cooking or preparation practices.
Exposure estimates for water were made
based upon modeling (GENEEC 1.2).

i. Food—a. Acute. The acute dietary
exposure estimate of flumioxazin
residues in food at the 99.9t percentile
for females 13—49 years old was
calculated to be, at most, 21.9% of the
acute population adjusted dose (a-PAD)
with a margin of exposure (MOE) of 450.
This is the only population subgroup
with an identified acute toxicity
endpoint. The a-PAD was defined as the
NOEL from an oral developmental study
in rats and includes an uncertainty
factor of 100 to account for intra-species
and inter-species variation (NOEL = 3
milligrams/kilogram body weight/day
(mg/kg bwt/day), a-PAD = 0.03 mg/kg/
day).

b. Chronic dietary exposure. The
chronic dietary exposure estimate of
flumioxazin residues in food at the 100t
percentile was calculated to be, at most,
18.1% of the chronic population
adjusted dose (c-PAD) with a MOE of
550. The population subgroup with the
highest exposure was children 3-5 years
old. The c-PAD was defined as the no
observed effect level (NOEL) from a rat
2—year chronic/oncogenicity study and
includes an uncertainty factor of 100 to
account for intra-species inter-species
variation (NOEL = 2 mg/kg bwt/day, c-
PAD = 0.02 mg/kg/day).

ii. Drinking water. Since flumioxazin
is applied outdoors to growing
agricultural crops, the potential exists
for the parent or its metabolites to reach
ground or surface water that may be
used for drinking water. Because of the
physical properties of flumioxazin, it is
unlikely that flumioxazin or its
metabolites can leach to potable ground
water. To quantify potential exposure
from drinking water, surface water
concentrations for flumioxazin were
estimated using GENEEC 1.2. Because
KOC could not be measured directly in
adsorption-desorption studies because
of chemical stability, GENEEC values
representative of a range of KOC values
were modeled. The simulation that was
selected for these exposure estimates
used an average KOC of 385, indicating
high mobility. The peak GENEEC
concentration predicted in the
simulated pond water was 9.8 parts per
billion (ppb). Using standard
assumptions about body weight and
water consumption, the acute exposure
from this drinking water would be
0.00028 and 0.00098 mg/kg/day for

adults and children, respectively. The
56—day GENEEC concentration
predicted in the simulated pond water
was 0.34 ppb. Chronic exposure from
this drinking water would be 0.0000097
and 0.000034 mg/kg/day for adults and
children, respectively; 0.17% of the c-
PAD of 0.02 mg/kg/day for children.
Based on this worse case analysis, the
contribution of drinking water is
negligible.

2. Non-dietary exposure. Flumioxazin
is proposed only for agricultural uses
and no homeowner or turf uses. Thus,
no non-dietary risk assessment is
needed.

D. Cumulative Effects

Section 408(b)(2)(D)(v) requires that
the Agency must consider ‘“‘available
information” concerning the cumulative
effects of a particular pesticide’s
residues and “‘other substances that
have a common mechanism of toxicity.”
Available information in this context
include not only toxicity, chemistry,
and exposure data, but also scientific
policies and methodologies for
understanding common mechanisms of
toxicity and conducting cumulative risk
assessments. Although, the Agency has
some information in its files that may
turn out to be helpful in eventually
determining whether a pesticide shares
a common mechanism of toxicity with
any other substances, EPA does not at
this time have the methodologies to
resolve the complex scientific issues
concerning common mechanism of
toxicity in a meaningful way for most
registered pesticides.

E. Safety Determination

1. U.S. population—i. Acute risk. The
potential acute exposure from food to
females 13—49 years old will utilize at
most 21.9% of the a-PAD. This is the
only population subgroup with an
identified acute toxicity endpoint.
Addition of the worse case, dietary
exposure from water (0.00028 mg/kg/
day) increases this exposure at the 99.9th
percentile to 22.8% of the a-PAD. The
Agency has no cause for concern if total
acute residue contribution is less than
100% of the a-PAD, because the PAD
represents the level at or below which
daily aggregate exposure over a lifetime
will not pose appreciable risk to human
health. Therefore, it can be concluded
that, there is a reasonable certainty that
no harm will result to the overall U.S.
population from aggregate, acute
exposure to flumioxazin residues.

ii. Chronic risk. The potential chronic
exposure from food to the U.S.

population and various non-child/infant
population subgroups will utilize at
most 8.0% of the c-PAD. Addition of the
worse case, dietary exposure from water
(0.0000097 mg/kg/day) has no effect on
this exposure. The Agency has no cause
for concern if total chronic residue
contribution is less than 100% of the c-
PAD, because the PAD represents the
level at or below which daily aggregate
exposure over a lifetime will not pose
appreciable risk to human health.
Therefore, it can be concluded that,
there is a reasonable certainty that no
harm will result to the overall U.S.
population from aggregate, chronic
exposure to flumioxazin residues.

2. Infants and children—i. Safety
factor for infants and children. EPA has
determined that the special 10x SF to
protect infants and children should be
removed as published in the Federal
Register of March 31, 2004 (69 FR
16823) (FRL-7351-2). The FQPA factor
has been removed because
developmental toxicity and offspring
toxicity no observed adverse effect
levels/lowest adverse effect levels
(NOAELs/LOAELSs) are well
characterized; there is a well-defined
dose-response curve for the
cardiovascular effects; and the
endpoints of concern used for overall
risk assessments are appropriate for the
route of exposure and population
subgroups.

ii. Acute risk. No acute endpoint has
been identified for infants and children.
Therefore, no assessment of acute
exposure from food to this subgroup is
required.

iii. Chronic risk. The potential chronic
exposure from food to children 3-5
years old (the most highly exposed
child/infant subgroup) will utilize at
most 18.1% of the c-PAD. Addition of
the worse case, dietary exposure from
water (0.000034 mg/kg/day) increases
this exposure at the 100% percentile to
18.3% of the c-PAD. Therefore, it can be
concluded that, there is a reasonable
certainty that no harm will result to
infants and children from aggregate,
chronic exposure to flumioxazin
residues.

F. International Tolerances

Flumioxazin has not been evaluated
by the JMPR and there are no codex
maximum residue limits (MRL) for
flumioxazin. MRL values have been
established to allow the following uses
of flumioxazin in the following
countries.
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Country Crop MRL (ppm)
Argentina Soybean Sunflower 0.015 0.02
Brazil Soybean 0.05
France Grape 0.05
Paraguay Soybean 0.015
South Africa Soybean Groundnut 0.02 0.02
Spain Soybean Peanut 0.05 0.05

[FR Doc. 05-6852 Filed 4—7—-05; 8:45 am|
BILLING CODE 6560-50-S

ENVIRONMENTAL PROTECTION
AGENCY

[OPP-2005-0016; FRL-7703-7]

Metconazole; Notice of Filing a
Pesticide Petition to Establish a
Tolerance for a Certain Pesticide
Chemical in or on Food

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Notice.

SUMMARY: This notice announces the
initial filing of a pesticide petition
proposing the establishment of
regulations for residues of a certain
pesticide chemical in or on various food
commodities.

DATES: Comments, identified by docket
identification (ID) number OPP-2005—
0016, must be received on or before May
9, 2005.

ADDRESSES: Comments may be
submitted electronically, by mail, or
through hand delivery/courier. Follow
the detailed instructions as provided in
Unit I. of the SUPPLEMENTARY
INFORMATION.

FOR FURTHER INFORMATION CONTACT:
Mary Waller, Registration Division
(7505C), Office of Pesticide Programs,
Environmental Protection Agency, 1200
Pennsylvania Ave., NW., Washington,
DC 20460-0001; telephone number:
(703) 308—-9354; e-mail address:
waller.mary@epa.gov.

SUPPLEMENTARY INFORMATION:
1. General Information
A. Does this Action Apply to Me?

You may be potentially affected by
this action if you are an agricultural
producer, food manufacturer, or
pesticide manufacturer. Potentially
affected entities may include, but are
not limited to:

¢ Crop production (NAICS 111)

¢ Animal production (NAICS 112)

¢ Food manufacturing (NAICS 311)

e Pesticide manufacturing (NAICS
32532)

This listing is not intended to be
exhaustive, but rather provides a guide
for readers regarding entities likely to be
affected by this action. Other types of
entities not listed in this unit could also
be affected. The North American
Industrial Classification System
(NAICS) codes have been provided to
assist you and others in determining
whether this action might apply to
certain entities. If you have any
questions regarding the applicability of
this action to a particular entity, consult
the person listed under FOR FURTHER
INFORMATION CONTACT.

B. How Can I Get Copies of this
Document and Other Related
Information?

1. Docket. EPA has established an
official public docket for this action
under docket ID number OPP-2005—
0016. The official public docket consists
of the documents specifically referenced
in this action, any public comments
received, and other information related
to this action. Although a part of the
official docket, the public docket does
not include Confidential Business
Information (CBI) or other information
whose disclosure is restricted by statute.
The official public docket is the
collection of materials that is available
for public viewing at the Public
Information and Records Integrity
Branch (PIRIB), Rm. 119, Crystal Mall
#2, 1801 S. Bell St., Arlington, VA. This
docket facility is open from 8:30 a.m. to
4 p.m., Monday through Friday,
excluding legal holidays. The docket
telephone number is (703) 305-5805.

2. Electronic access. You may access
this Federal Register document
electronically through the EPA Internet
under the “Federal Register” listings at
http://www.epa.gov/fedrgstr/.

An electronic version of the public
docket is available through EPA’s
electronic public docket and comment
system, EPA Dockets. You may use EPA
Dockets at http://www.epa.gov/edocket/
to submit or view public comments,

access the index listing of the contents
of the official public docket, and to
access those documents in the public
docket that are available electronically.
Although not all docket materials may
be available electronically, you may still
access any of the publicly available
docket materials through the docket
facility identified in Unit I.B.1. Once in
the system, select “‘search,” then key in
the appropriate docket ID number.

Certain types of information will not
be placed in the EPA Dockets.
Information claimed as CBI and other
information whose disclosure is
restricted by statute, which is not
included in the official public docket,
will not be available for public viewing
in EPA’s electronic public docket. EPA’s
policy is that copyrighted material will
not be placed in EPA’s electronic public
docket but will be available only in
printed, paper form in the official public
docket. To the extent feasible, publicly
available docket materials will be made
available in EPA’s electronic public
docket. When a document is selected
from the index list in EPA Dockets, the
system will identify whether the
document is available for viewing in
EPA’s electronic public docket.
Although not all docket materials may
be available electronically, you may still
access any of the publicly available
docket materials through the docket
facility identified in Unit I.B.1. EPA
intends to work towards providing
electronic access to all of the publicly
available docket materials through
EPA’s electronic public docket.

For public commenters, it is
important to note that EPA’s policy is
that public comments, whether
submitted electronically or in paper,
will be made available for public
viewing in EPA’s electronic public
docket as EPA receives them and
without change, unless the comment
contains copyrighted material, CBI, or
other information whose disclosure is
restricted by statute. When EPA
identifies a comment containing
copyrighted material, EPA will provide
a reference to that material in the
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version of the comment that is placed in
EPA'’s electronic public docket. The
entire printed comment, including the
copyrighted material, will be available
in the public docket.

Public comments submitted on
computer disks that are mailed or
delivered to the docket will be
transferred to EPA’s electronic public
docket. Public comments that are
mailed or delivered to the docket will be
scanned and placed in EPA’s electronic
public docket. Where practical, physical
objects will be photographed, and the
photograph will be placed in EPA’s
electronic public docket along with a
brief description written by the docket
staff.

C. How and to Whom Do I Submit
Comments?

You may submit comments
electronically, by mail, or through hand
delivery/courier. To ensure proper
receipt by EPA, identify the appropriate
docket ID number in the subject line on
the first page of your comment. Please
ensure that your comments are
submitted within the specified comment
period. Comments received after the
close of the comment period will be
marked “late.” EPA is not required to
consider these late comments. If you
wish to submit CBI or information that
is otherwise protected by statute, please
follow the instructions in Unit I.D. Do
not use EPA Dockets or e-mail to submit
CBI or information protected by statute.

1. Electronically. If you submit an
electronic comment as prescribed in this
unit, EPA recommends that you include
your name, mailing address, and an e-
mail address or other contact
information in the body of your
comment. Also include this contact
information on the outside of any disk
or CD ROM you submit, and in any
cover letter accompanying the disk or
CD ROM. This ensures that you can be
identified as the submitter of the
comment and allows EPA to contact you
in case EPA cannot read your comment
due to technical difficulties or needs
further information on the substance of
your comment. EPA’s policy is that EPA
will not edit your comment, and any
identifying or contact information
provided in the body of a comment will
be included as part of the comment that
is placed in the official public docket,
and made available in EPA’s electronic
public docket. If EPA cannot read your
comment due to technical difficulties
and cannot contact you for clarification,
EPA may not be able to consider your
comment.

i. EPA Dockets. Your use of EPA’s
electronic public docket to submit
comments to EPA electronically is

EPA’s preferred method for receiving
comments. Go directly to EPA Dockets
at http://www.epa.gov/edocket/, and
follow the online instructions for
submitting comments. Once in the
system, select ““‘search,” and then key in
docket ID number OPP-2005-0016. The
system is an ‘“anonymous access”’
system, which means EPA will not
know your identity, e-mail address, or
other contact information unless you
provide it in the body of your comment.

ii. E-mail. Comments may be sent by
e-mail to opp-docket@epa.gov,
Attention: Docket ID Number OPP—
2005-0016. In contrast to EPA’s
electronic public docket, EPA’s e-mail
system is not an ‘“‘anonymous access”’
system. If you send an e-mail comment
directly to the docket without going
through EPA’s electronic public docket,
EPA’s e-mail system automatically
captures your e-mail address. E-mail
addresses that are automatically
captured by EPA’s e-mail system are
included as part of the comment that is
placed in the official public docket, and
made available in EPA’s electronic
public docket.

iii. Disk or CD ROM. You may submit
comments on a disk or CD ROM that
you mail to the mailing address
identified in Unit I.C.2. These electronic
submissions will be accepted in
WordPerfect or ASCII file format. Avoid
the use of special characters and any
form of encryption.

2. By mail. Send your comments to:
Public Information and Records
Integrity Branch (PIRIB) (7502C), Office
of Pesticide Programs (OPP),
Environmental Protection Agency, 1200
Pennsylvania Ave., NW., Washington,
DC 20460-0001, Attention: Docket ID
Number OPP-2005-0016.

3. By hand delivery or courier. Deliver
your comments to: Public Information
and Records Integrity Branch (PIRIB),
Office of Pesticide Programs (OPP),
Environmental Protection Agency, Rm.
119, Crystal Mall #2, 1801 S. Bell St.,
Arlington, VA, Attention: Docket ID
Number OPP-2005-0016. Such
deliveries are only accepted during the
docket’s normal hours of operation as
identified in Unit I.B.1.

D. How Should I Submit CBI to the
Agency?

Do not submit information that you
consider to be CBI electronically
through EPA’s electronic public docket
or by e-mail. You may claim
information that you submit to EPA as
CBI by marking any part or all of that
information as CBI (if you submit CBI
on disk or CD ROM, mark the outside
of the disk or CD ROM as CBI and then
identify electronically within the disk or

CD ROM the specific information that is
CBI). Information so marked will not be
disclosed except in accordance with
procedures set forth in 40 CFR part 2.

In addition to one complete version of
the comment that includes any
information claimed as CBI, a copy of
the comment that does not contain the
information claimed as CBI must be
submitted for inclusion in the public
docket and EPA’s electronic public
docket. If you submit the copy that does
not contain CBI on disk or CD ROM,
mark the outside of the disk or CD ROM
clearly that it does not contain CBI.
Information not marked as CBI will be
included in the public docket and EPA’s
electronic public docket without prior
notice. If you have any questions about
CBI or the procedures for claiming CBI,
please consult the person listed under
FOR FURTHER INFORMATION CONTACT.

E. What Should I Consider as I Prepare
My Comments for EPA?

You may find the following
suggestions helpful for preparing your
comments:

1. Explain your views as clearly as
possible.

2. Describe any assumptions that you
used.

3. Provide copies of any technical
information and/or data you used that
support your views.

4. If you estimate potential burden or
costs, explain how you arrived at the
estimate that you provide.

5. Provide specific examples to
illustrate your concerns.

6. Make sure to submit your
comments by the deadline in this
notice.

7. To ensure proper receipt by EPA,
be sure to identify the docket ID number
assigned to this action in the subject
line on the first page of your response.
You may also provide the name, date,
and Federal Register citation.

II. What Action is the Agency Taking?

EPA has received a pesticide petition
as follows proposing the establishment
and/or amendment of regulations for
residues of a certain pesticide chemical
in or on various food commodities
under section 408 of the Federal Food,
Drug, and Cosmetic Act (FFDCA), 21
U.S.C. 346a. EPA has determined that
this petition contains data or
information regarding the elements set
forth in FFDCA section 408(d)(2);
however, EPA has not fully evaluated
the sufficiency of the submitted data at
this time or whether the data support
granting of the petition. Additional data
may be needed before EPA rules on the
petition.
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List of Subjects

Environmental protection,
Agricultural commodities, Feed
additives, Food additives, Pesticides
and pests, Reporting and record keeping
requirements.

Dated: March 28, 2005.
Lois Rossi,
Director, Registration Division, Office of
Pesticide Programs.

Summary of Petition

The petitioner summary of the
pesticide petition is printed below as
required by FFDCA section 408(d)(3).
The summary of the petition was
prepared by the petitioner and
represents the view of the petitioner.
The petition summary announces the
availability of a description of the
analytical methods available to EPA for
the detection and measurement of the
pesticide chemical residues or an
explanation of why no such method is
needed.

Kureha Chemical Industry Co., Ltd

PP 9E5052

EPA has received a pesticide petition
(PP 9E5052) from Kureha Chemical
Industry Co., Ltd, c/o Company Agent,
BASF Corporation, P.O. Box 13528,
Research Triangle Park, NC, 27704-3528
proposing pursuant to section 408(d) of
the Federal Food, Drug and Cosmetic
Act, 21 U.S.C. 346a(d), to amend 40 CFR
part 180 by establishing a tolerance for
residues of metconazole in or on the raw
agricultural commodity bananas at 0.05
parts per million. EPA has determined
that the petition contains data or
information regarding the elements set
forth in section 408(d)(2) of the FFDCA;
however, EPA has not fully evaluated
the sufficiency of the submitted data at
this time or whether the data supports
granting of the petition. Additional data
may be needed before EPA rules on the
petition.

A. Residue Chemistry

1.Plant metabolism. The qualitative
nature of the residues of metconazole in
bananas is adequately understood. The
metabolism of metconazole in bananas
is characterized by a significant amount
(greater than 85%) of unchanged parent
compound. In addition to the parent
compound, many other minor residue
components (each less than 2% of the
total recovered radioactivity in the
whole fruit) were detected. Metconazole
is the only residue of toxicological
concern in bananas.

2.Analytical method. A practical
analytical method for detecting and
measuring the level of metconazole

residues in whole bananas and banana
pulp is submitted to EPA with this
petition. Quantitation of residues of
metconazole in bananas is by gas
chromatography with a nitrogen-
phosphorus detector. This
independently validated method is
appropriate for the enforcement
purposes of this petition.

3.Magnitude of residues. Residue field
trials were conducted in representative
countries exporting the commodities of
this petition to the United States.
Twelve field trials were conducted with
bagged and unbagged bananas, with
three sites located in each of four
countries, Ecuador, Honduras, Costa
Rica, and Mexico. The residue values
reported from these field trials were all
less than the proposed tolerance of 0.05
ppm for whole bananas. No processing
study is included with this petition as
bananas have no processed commodities
according to the EPA Residue Chemistry
Test Guidelines.

B. Toxicological Profile

A complete, valid and reliable
database of mammalian and genetic
toxicology studies supports the
proposed tolerance for metconazole on
bananas. Two geometric isomers of
metconazole exist, with the fungicidal
activity being associated primarily with
the cis isomer. The technical material
that is manufactured for use on bananas
is a mixture of cis and trans isomers in
an 85 to 15 ratio (85:15). Toxicology
studies submitted in support of this
petition were conducted on the
technical material composed of either
the 85:15 isomer mixture (AC 900768)
or a more purified (greater than 95%)
sample of the cis isomer (WL 136184).

1.Acute toxicity. AC 900768 technical
is considered to be slightly toxic
(Toxicity Category III) to the rat by the
oral route of exposure. In an acute oral
study in rats, the LDso value of AC
900768 technical was 727 milligrams
per kilogram of body weight (mg/kg
b.w.) for males and 595 mg/kg b.w. for
females. The oral LDso for combined
sexes was 660 mg/kg b.w. An oral LDsq
study in rats conducted with WL
136184 technical also supports the
classification of metconazole as slightly
toxic by the oral route of exposure. The
oral LDs, values of WL 136184 technical
were 1,626 mg/kg b.w. for males and
1,312 mg/kg b.w. for females, with an
LDso value for combined sexes of 1,459
mg/kg b.w. Since this petition is for an
import tolerance, anticipated exposure
is only via the oral route. As such, oral
toxicity data sufficiently assess risk of
acute exposure.

2.Genotoxicty. AC 900768 technical
(the 85:15 isomer mixture) and WL

136184 technical (greater than 95% cis
isomer) were tested in an extensive
battery of in vitro and in vivo
genotoxicity assays measuring several
different endpoints of potential
genotoxicity. Collective results from
these studies indicate that metconazole
does not pose a genotoxic risk, and
therefore, is not likely to be a genotoxic
carcinogen.

3.Reproductive and developmental
toxicity. Developmental toxicity studies
in rats conducted with AC 900768
technical and WL 136184 technical
showed no evidence of teratogenic
effects in fetuses, and no evidence of
developmental toxicity in the absence of
maternal toxicity. Thus, metconazole is
neither a selective developmental
toxicant nor a teratogen in the rat. In the
rat developmental toxicity study with
AC 900768 technical, the no-observable-
adverse-effect-level (NOAEL) for
maternal toxicity was 12 mg/kg b.w./
day, based on decreased body weight
gain at 30 mg/kg b.w./day, the next
highest dose tested, and the NOAEL for
developmental toxicity was also 12 mg/
kg b.w./day, based on decreased fetal
body weights and an increased
incidence of skeletal ossification
variations at 30 mg/kg b.w./day. In the
rat developmental toxicity study
conducted with WL 136184 technical,
the NOAEL for maternal toxicity was 24
mg/kg b.w./day based on decreased
body weight gain at 60 mg/kg b.w./day,
the highest dose tested, and the NOAEL
for developmental toxicity was also 24
mg/kg b.w./day, based on an increase in
the total number of resorptions,
reductions in fetal body weights and an
increased incidence of skeletal
ossification variations at 60 mg/kg b.w./
day.

Results from a developmental toxicity
study in rabbits with AC 900768 also
indicated no evidence of teratogenicity
or developmental toxicity in the absence
of maternal toxicity. Thus, metconazole
technical is neither a selective
developmental toxicant nor a teratogen
in the rabbit. In this rabbit
developmental study, the NOAEL for
maternal toxicity was 20 mg/kg b.w./day
based on decreased food consumption
and body weight gain, reductions in
hemoglobin, hematocrit and corpuscular
volume, increases in platelet counts and
alkaline phosphatase activity, and
increased absolute and relative liver
weights at 40 mg/kg b.w./day (the
highest dose tested). The NOAEL for
developmental toxicity was also 20 mg/
kg b.w./day, based on an increase in the
total number and mean number of
resorptions and decreased fetal body
weight at 40 mg/kg b.w./day.
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A 2-generation reproductive toxicity
study in rats conducted with WL
136184 technical (greater than 95% cis
isomer) is submitted in support of this
tolerance petition. The results of the
two-generation reproduction study with
WL 136184 technical are sufficiently
conservative for evaluating the potential
reproductive toxicity of the 85:15
isomer mixture of metconazole
technical. The results from the
reproductive toxicity study with WL
136184 technical support a NOAEL for
parental toxicity of 8 mg/kg b.w./day,
based on increased ovarian weight and
increased gestation length at the next
highest dose tested (32 mg/kg b.w./day).
The NOAEL for growth and
development of the offspring is also 8
mg/kg b.w./day, based on reductions in
live litter size for F litters at 32 mg/kg
b.w./day. The NOAEL for reproductive
performance and fertility was 48 mg/kg
b.w./day (the highest dose tested).

Results of the pilot and definitive
reproduction studies and developmental
toxicity studies conducted with AC
900768 technical and/or WL 136184
technical show no increased sensitivity
to developing offspring as compared to
parental animals, as comparable
NOAELs were obtained for parental
toxicity and growth and development of
offspring.

4.Subchronic toxicity. Short-term (28-
day) dietary toxicity studies in rats were
conducted with AC 900768 and WL
136184 technical materials. In the 28-
day study with AC 900768, the NOAEL
was 100 ppm (approximately 9.6 mg/kg
b.w./day), based on reductions in body
weight, body weight gain, food
consumption, and hemoglobin
concentration for males, as well as
increased absolute and relative liver
weights, and increased incidences of
hepatic fatty vacuolation and
parenchymal hypertrophy for males and
females at 1,000 ppm (the next highest
concentration tested). Similar results
were observed in the study conducted
with WL 136184 technical. Based on
these results, the NOAEL for WL 136184
is 300 ppm (approximately 28.5 mg/kg
b.w./day), supported by decreased body
weights and body weight gains and
increased incidences of hepatic fatty
vacuolation for males and females,
increased absolute and adjusted liver
weights for females, and decreased food
consumption for males at 1,000 ppm
(the next highest concentration tested).

In a 28-day dietary study in dogs
conducted with AC 900768 technical
(85:15 isomer mixture), the NOAEL was
a dietary concentration of 1,000 ppm
(approximately 38.6 mg/kg b.w./day),
based on decreased food consumption,
body weight losses, increased alkaline

phosphatase activity, increased spleen
and liver weights, and urinalysis
changes for males and females, and
increased absolute and relative thyroid
gland weights for females at 7,000 ppm,
the highest concentration tested.

Subchronic (90-day) dietary studies in
rats were conducted with AC 900768
technical and WL 136184 technical. In
the study conducted with AC 900768,
the NOAEL was 100 ppm
(approximately 6.8 mg/kg b.w./day)
based on hepatic fatty vacuolation in
males at 300 ppm, the next highest
concentration tested. The NOAEL from
the study conducted with WL 136184
technical was 450 ppm (approximately
30.9 mg/kg b.w./day) based on
decreased food consumption, body
weights, and body weight gains, clinical
chemistry changes, increased absolute
and adjusted liver weights, and
histopathological changes in the liver
and/or stomach for males and females,
and decreased red blood cell parameters
for females at 1,350 ppm, the highest
concentration tested.

In a 90-day dietary study in mice
conducted with AC 900768, the NOAEL
was 30 ppm (approximately 5.5 mg/kg
b.w./day), based on increased aspartate
and alanine aminotransferase activities
in males, increased absolute and relative
weights of the liver and spleen of
females, and increased incidences of
hepatocelluar vacuolation and
hypertrophy for males and females at
300 ppm, the next highest concentration
tested.

A 90-day dietary study in beagle dogs
with AC 900768 technical supports a
NOAEL of 60 ppm (approximately 2.5
mg/kg b.w./day) based on decreased
body weight gain and food consumption
for females, and a slight increase in
reticulocyte count for males at 600 ppm,
the next highest concentration tested.

5.Chronic toxicity. Findings similar to
those observed in the short-term
subchronic studies were also apparent
in the long-term dietary toxicity studies
conducted in rats, dogs and mice. Long-
term (104-weeks) administration of AC
900768 (85:15 isomer mixture) to rats
supported a NOAEL for systemic
toxicity of 100 ppm (approximately 4.8
mg/kg b.w./day), based on increased
adjusted liver weight, and increased
incidences of hepatocellular lipid
vacuolation and centrilobular
hypertrophy at interim sacrifice for
males at 300 ppm, the next highest
concentration tested. In a one-year
dietary study in beagle dogs, the NOAEL
was 300 ppm (approximately 11.1 mg/
kg b.w./day), based on decreased body
weight gain for males during weeks 1 to
13 and increased alkaline phosphatase
activity for males and females at 1,000

ppm, the next highest concentration
tested.

In a 104-week carcinogenicity study
in rats conducted with AC 900768, the
NOAEL for carcinogenicity was 1,000
ppm (approximately 50 mg/kg b.w./
day), the highest concentration tested.
In this study the NOAEL for chronic
systemic toxicity was 100 ppm
(approximately 5.6 mg/kg b.w./day),
based on increased incidences of
centrilobular hypertrophy and pigment
disposition in the liver, and increased
incidences of cortical vacuolation in the
adrenal in males at 300 ppm, the next
highest concentration tested.

A 91-week carcinogenicity study in
mice with AC 900768 supports a
NOAEL for non-neoplastic effects of 30
ppm (approximately 4.8 mg/kg b.w./
day), based on increased white blood
cell count for males, increased aspartate
and alanine aminotransferase activities
and increased absolute and adjusted
liver weight for females, and
microscopic changes in the liver, spleen
and adrenal gland for males and females
at 300 ppm (the next highest
concentration tested). The NOAEL for
carcinogenicity was 300 ppm
(approximately 48.3 mg/kg b.w./day)
based on increased incidences of
hepatocellular adenomas in males and
females and hepatocellular carcinomas
in females at 1,000 ppm, the highest
concentration tested. The increased
incidences of hepatic adenomas and
carcinomas at the highest concentration
tested are considered to occur through
promotional and non-genotoxic
secondary mechanisms following
toxicity and induction of mixed
function oxidase in mice. Consequently,
metconazole is not likely to be
oncogenic in humans at the
insignificant levels of exposure resulting
from its use as a fungicide.

AC 900768 technical and WL 136184
technical are not genotoxic carcinogens,
as supported by a battery of in vitro and
in vivo mutagenicity tests, which cover
all major genetic endpoints.

6.Animal metabolism. The rat
metabolism studies indicate that the
qualitative nature of the residues of
metconazole in animals is adequately
understood. In studies conducted with
radiolabeled AC 900768 (85:15 isomer
mixture) or radiolabeled WL 136184
(greater than 95% cis isomer)
radioactivity was rapidly eliminated in
urine and feces with 48 hours of dosing.
Biliary excretion was shown to be a
prominent route of elimination. At both
high and low doses of AC 900768, male
rats generally excreted statistically
significantly lower amounts of
radioactivity in the urine, and greater
amounts of radioactivity in the feces,
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compared to females. The pattern of
metabolites detected was similar at high
and low doses, and little or no parent
compound was found in the feces or
urine. Five days following oral dosing of
AC 900768 at the higher level, low
levels of radioactivity were detected in
the majority of tissues analyzed;
however higher concentrations of
radioactivity were found in the adrenal
glands, gastro-intestinal tract and liver.
A comparison of radioactivity levels in
the adrenal glands following oral
administration of low and high doses
indicates that uptake in the adrenal may
be saturable. No differences in tissue
levels were noted between males and
females. Hen and goat metabolism
studies are not required, because
bananas are not used as significant
feedstuff for poultry or cattle.

7.Metabolite toxicology. The
metabolite CL 382390 was identified in
the banana metabolism study at levels of
less than 0.02 ppm or less than 2% of
the total radioactive residue in whole
bananas. This specific
monohydroxylated metabolite was not
confirmed in the rat metabolism studies;
however, other monohydroxylated
metabolites, including its stereo isomer
were identified. In addition, CL 382390
was shown to have a low order of acute
toxicity via the oral route with an LDsg
value of greater than 5,000 mg/kg b.w.
Another metabolite not identified in the
rat metabolism studies, triazolylalanine,
was found in the triazole-3,5-14C CL
900768 treated banana at less than 0.02
ppm or less than 2% of the total
radioactive residue in whole bananas.
Triazolylalanine has been shown to
have a low order of acute toxicity by the
oral route with an oral LDsq value of
greater than 5,000 mg/kg [WHO/FAO
Joint Meeting on Pesticide Residues
(JMPR) review, 1989]. Thus, the parent
metconazole is considered to be the
only toxicologically significant residue
in bananas.

8.Endocrine disruption. Collective
organ weight data and histopathological
findings from the two-generation rat
reproductive study, as well as from the
subchronic and chronic toxicity studies
in three different animal species,
demonstrate no apparent estrogenic
effects or treatment-related effects of
metconazole on the endocrine system.

C. Aggregate Exposure

1.Dietary exposure. The potential
dietary exposure to metconazole has
been calculated from the proposed
tolerance for bananas. The very
conservative chronic dietary exposure
estimates for this crop assumes that 100
percent of all bananas were treated with
metconazole and that all treated

bananas contain metconazole residues
at the tolerance level of 0.05 ppm.

2.Food. Using the assumptions
discussed above, the Theoretical
Maximum Residue Concentration
(TMRC) values of metconazole were
calculated for the U.S. general
population and subgroups. Based on the
proposed tolerance, the TMRC values
for each group are:

¢ 0.0000142 mg/kg b.w./day for the
general population;

¢ 0.0000461 mg/kg b.w./day for all
infants;

e 0.0000473 mg/kg b.w./day for non-
nursing infants;

e 0.0000407 mg/kg b.w./day for
children 1 to 6 years of age; and

¢ 0.0000156 mg/kg b.w./day for
children 7 to 12 years of age.

Potential exposure to residues of
metconazole in food will be restricted to
intake of bananas, dried bananas, and
banana nectar.

3.Drinking water. The tolerance
proposed in this petition is for a raw
agricultural commodity imported into
the United States. There are no
approved uses for metconazole in the
United States; therefore, the potential
exposure to metconazole in drinking
water is not relevant to this petition.

4.Non-dietary exposure. This petition
is for a tolerance on an imported
commodity. There is no approved use of
metconazole in the United States. and
none is being sought; therefore, the
potential for non-dietary exposure to
metconazole is not pertinent to this
petition.

D. Cumulative Effects

Metconazole is a member of the
triazole class of fungicides. Other
members of this class are registered for
use in the United States. Although
metconazole and other triazoles may
have similar fungicidal modes of action,
there are no available data to determine
whether metconazole has a common
mechanism of mammalian toxicity with
other triazoles or information on how to
include this pesticide in a cumulative
risk assessment. Therefore, for the
purposes of this tolerance petition no
assumption has been made with regard
to cumulative exposure with other
compounds having a common mode of
action.

E. Safety Determination

1.U.S. population. The Reference
Dose (RfD) represents the level at or
below which daily aggregate exposure
over a lifetime will not pose appreciable
risks to human health. The chronic
toxicity studies in rats and mice are the
most appropriate studies to assess
chronic dietary risk. These studies

support a NOAEL of 4.8 mg/kg b.w./day,
as the most sensitive dose for the
estimation of the RfD for metconazole in
humans. Based on the presence of a
complete database for reproductive and
developmental toxicity, and in the
absence of teratogenicity or selective
developmental toxicity, the use of a 100-
fold safety factor is warranted for this
compound. Applying a safety factor of
100 to this NOAEL results in the RfD of
0.048 mg/kg b.w./day. The chronic
dietary exposure of 0.0000142 mg/kg
b.w./day for the general U.S. population
will utilize only 0.03% of the RfD of
0.048 mg/kg b.w./day. EPA generally
has no concern for exposures below
100% of the RfD. The complete and
reliable toxicity data and the
conservative chronic dietary exposure
assumptions support the conclusion
that there is a “‘reasonable certainty of
no harm” from potential dietary
exposure to residues of metconazole in
bananas.

2.Infants and children. The
conservative dietary exposure estimates
previously presented will utilize 0.1
percent of the RfD for all infants and as
well as for the non-nursing infant group,
which is the most highly exposed
population subgroup. The chronic
dietary exposures for children 1 to 6
years of age will utilize only 0.08% of
the RfD, while for children ages 7 to 12
the estimated exposure will utilize only
0.03% of the RfD. Results from the two-
generation reproduction study in rats
with WL 136184 (greater than 95% cis
isomer) and the developmental toxicity
studies with AC 900768 in rats and
rabbits indicate no increased sensitivity
to developing offspring when compared
to parental toxicity. For both the rat and
rabbit developmental toxicity studies,
embryotoxicity was only observed at
maternally toxic doses. These results
indicate that metconazole is neither a
selective developmental toxicant nor a
teratogen in either the rat or rabbit.
Therefore, an additional safety factor is
not warranted, and the RfD of 0.048 mg/
kg b.w./day, which utilizes a 100-fold
safety factor is appropriate to ensure a
reasonable certainty of no harm to
infants and children.

F. International Tolerances

There are no Codex maximum residue
levels established or proposed for
residues of metconazole in bananas.

[FR Doc. 05-7064 Filed 4—7-05; 8:45 am|]
BILLING CODE 6560-50-S
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ENVIRONMENTAL PROTECTION
AGENCY

[OPPT-2005-0020; FRL-7708-8]

Certain New Chemicals; Receipt and
Status Information

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Notice.

SUMMARY: Section 5 of the Toxic
Substances Control Act (TSCA) requires
any person who intends to manufacture
(defined by statute to include import) a
new chemical (i.e., a chemical not on
the TSCA Inventory) to notify EPA and
comply with the statutory provisions
pertaining to the manufacture of new
chemicals. Under sections 5(d)(2) and
5(d)(3) of TSCA, EPA is required to
publish a notice of receipt of a
premanufacture notice (PMN) or an
application for a test marketing
exemption (TME), and to publish
periodic status reports on the chemicals
under review and the receipt of notices
of commencement to manufacture those
chemicals. This status report, which
covers the period from February 21,
2005 to March 15, 2005, consists of the
PMNs and TMEs, both pending or
expired, and the notices of
commencement to manufacture a new
chemical that the Agency has received
under TSCA section 5 during this time
period.

DATES: Comments identified by the
docket ID number OPPT-2004—0020
and the specific PMN number or TME
number, must be received on or before
May 9, 2005.

ADDRESSES: Comments may be
submitted electronically, by mail, or
through hand delivery/courier. Follow
the detailed instructions as provided in
Unit L. of the SUPPLEMENTARY
INFORMATION.

FOR FURTHER INFORMATION CONTACT:
Colby Lintner, Regulatory Coordinator,
Environmental Assistance Division,
Office of Pollution Prevention and
Toxics (7408M), Environmental
Protection Agency, 1200 Pennsylvania
Ave., NW., Washington, DC 20460—
0001; telephone number: (202) 554—
1404; e-mail address: TSCA-
Hotline@epa.gov.

SUPPLEMENTARY INFORMATION:
1. General Information

A. Does this Action Apply to Me?

This action is directed to the public
in general. As such, the Agency has not
attempted to describe the specific
entities that this action may apply to.
Although others may be affected, this

action applies directly to the submitter
of the premanufacture notices addressed
in the action. If you have any questions
regarding the applicability of this action
to a particular entity, consult the person
listed under FOR FURTHER INFORMATION
CONTACT.

B. How Can I Get Copies of this
Document and Other Related
Information?

1. Docket. EPA has established an
official public docket for this action
under docket identification (ID) number
OPPT-2004-0020. The official public
docket consists of the documents
specifically referenced in this action,
any public comments received, and
other information related to this action.
Although a part of the official docket,
the public docket does not include
Confidential Business Information (CBI)
or other information whose disclosure is
restricted by statute. The official public
docket is the collection of materials that
is available for public viewing at the
EPA Docket Center, Rm. B102-Reading
Room, EPA West, 1301 Constitution
Ave., NW., Washington, DC. The EPA
Docket Center is open from 8:30 a.m. to
4:30 p.m., Monday through Friday,
excluding legal holidays. The EPA
Docket Center Reading Room telephone
number is (202) 566—1744 and the
telephone number for the OPPT Docket,
which is located in EPA Docket Center,
is (202) 566—0280.

2. Electronic access. You may access
this Federal Register document
electronically through the EPA Internet
under the “Federal Register” listings at
http://www.epa.gov/fedrgstr/.

An electronic version of the public
docket is available through EPA’s
electronic public docket and comment
system, EPA Dockets. You may use EPA
Dockets at http://www.epa.gov/edocket/
to submit or view public comments,
access the index listing of the contents
of the official public docket, and to
access those documents in the public
docket that are available electronically.
Although not all docket materials may
be available electronically, you may still
access any of the publicly available
docket materials through the docket
facility identified in Unit I.B.1. Once in
the system, select “search,” then key in
the appropriate docket ID number.

Certain types of information will not
be placed in the EPA Dockets.
Information claimed as CBI and other
information whose disclosure is
restricted by statute, which is not
included in the official public docket,
will not be available for public viewing
in EPA’s electronic public docket. EPA’s
policy is that copyrighted material will
not be placed in EPA’s electronic public

docket but will be available only in
printed, paper form in the official public
docket. To the extent feasible, publicly
available docket materials will be made
available in EPA’s electronic public
docket. When a document is selected
from the index list in EPA Dockets, the
system will identify whether the
document is available for viewing in
EPA’s electronic public docket.
Although not all docket materials may
be available electronically, you may still
access any of the publicly available
docket materials through the docket
facility identified in Unit I.B.1. EPA
intends to work towards providing
electronic access to all of the publicly
available docket materials through
EPA’s electronic public docket.

For public commenters, it is
important to note that EPA’s policy is
that public comments, whether
submitted electronically or in paper,
will be made available for public
viewing in EPA’s electronic public
docket as EPA receives them and
without change, unless the comment
contains copyrighted material, CBI, or
other information whose disclosure is
restricted by statute. When EPA
identifies a comment containing
copyrighted material, EPA will provide
a reference to that material in the
version of the comment that is placed in
EPA’s electronic public docket. The
entire printed comment, including the
copyrighted material, will be available
in the public docket.

Public comments submitted on
computer disks that are mailed or
delivered to the docket will be
transferred to EPA’s electronic public
docket. Public comments that are
mailed or delivered to the docket will be
scanned and placed in EPA’s electronic
public docket. Where practical, physical
objects will be photographed, and the
photograph will be placed in EPA’s
electronic public docket along with a
brief description written by the docket
staff.

C. How and To Whom Do I Submit
Comments?

You may submit comments
electronically, by mail, or through hand
delivery/courier. To ensure proper
receipt by EPA, identify the appropriate
docket ID number and specific PMN
number or TME number in the subject
line on the first page of your comment.
Please ensure that your comments are
submitted within the specified comment
period. Comments received after the
close of the comment period will be
marked “late.” EPA is not required to
consider these late comments. If you
wish to submit CBI or information that
is otherwise protected by statute, please
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follow the instructions in Unit I.D. Do
not use EPA Dockets or e-mail to submit
CBI or information protected by statute.

1. Electronically. If you submit an
electronic comment as prescribed in this
unit, EPA recommends that you include
your name, mailing address, and an e-
mail address or other contact
information in the body of your
comment. Also include this contact
information on the outside of any disk
or CD ROM you submit, and in any
cover letter accompanying the disk or
CD ROM. This ensures that you can be
identified as the submitter of the
comment and allows EPA to contact you
in case EPA cannot read your comment
due to technical difficulties or needs
further information on the substance of
your comment. EPA’s policy is that EPA
will not edit your comment, and any
identifying or contact information
provided in the body of a comment will
be included as part of the comment that
is placed in the official public docket,
and made available in EPA’s electronic
public docket. If EPA cannot read your
comment due to technical difficulties
and cannot contact you for clarification,
EPA may not be able to consider your
comment.

i. EPA Dockets. Your use of EPA’s
electronic public docket to submit
comments to EPA electronically is
EPA’s preferred method for receiving
comments. Go directly to EPA Dockets
at http://www.epa.gov/edocket/, and
follow the online instructions for
submitting comments. Once in the
system, select “‘search,” and then key in
docket ID number OPPT-2004—0020.
The system is an “anonymous access”
system, which means EPA will not
know your identity, e-mail address, or
other contact information unless you
provide it in the body of your comment.

ii. E-mail. Comments may be sent by
e-mail to oppt.ncic@epa.gov, Attention:
Docket ID Number OPPT-2004—-0020
and PMN Number or TME Number. In
contrast to EPA’s electronic public
docket, EPA’s e-mail system is not an
“anonymous access’’ system. If you
send an e-mail comment directly to the
docket without going through EPA’s
electronic public docket, EPA’s e-mail
system automatically captures your e-
mail address. E-mail addresses that are
automatically captured by EPA’s e-mail
system are included as part of the
comment that is placed in the official
public docket, and made available in
EPA’s electronic public docket.

iii. Disk or CD ROM. You may submit
comments on a disk or CD ROM that
you mail to the mailing address
identified in Unit I.C.2. These electronic
submissions will be accepted in
WordPerfect or ASCII file format. Avoid

the use of special characters and any
form of encryption.

2. By mail. Send your comments to:
Document Control Office (7407M),
Office of Pollution Prevention and
Toxics (OPPT), Environmental
Protection Agency, 1200 Pennsylvania
Ave., NW., Washington, DC 20460—
0001.

3. By hand delivery or courier. Deliver
your comments to: OPPT Document
Control Office (DCO) in EPA East Bldg.,
Rm. 6428, 1201 Constitution Ave., NW.,
Washington, DC. Attention: Docket ID
Number OPPT-20040020 and PMN
Number or TME Number. The DCO is
open from 8 a.m. to 4 p.m., Monday
through Friday, excluding legal
holidays. The telephone number for the
DCO is (202) 564—8930.

D. How Should I Submit CBI to the
Agency?

Do not submit information that you
consider to be CBI electronically
through EPA’s electronic public docket
or by e-mail. You may claim
information that you submit to EPA as
CBI by marking any part or all of that
information as CBI (if you submit CBI
on disk or CD ROM, mark the outside
of the disk or CD ROM as CBI and then
identify electronically within the disk or
CD ROM the specific information that is
CBI). Information so marked will not be
disclosed except in accordance with
procedures set forth in 40 CFR part 2.

In addition to one complete version of
the comment that includes any
information claimed as CBI, a copy of
the comment that does not contain the
information claimed as CBI must be
submitted for inclusion in the public
docket and EPA’s electronic public
docket. If you submit the copy that does
not contain CBI on disk or CD ROM,
mark the outside of the disk or CD ROM
clearly that it does not contain CBIL
Information not marked as CBI will be
included in the public docket and EPA’s
electronic public docket without prior
notice. If you have any questions about
CBI or the procedures for claiming CBI,
please consult the technical person
listed under FOR FURTHER INFORMATION
CONTACT.

E. What Should I Consider as I Prepare
My Comments for EPA?

You may find the following
suggestions helpful for preparing your
comments:

1. Explain your views as clearly as
possible.

2. Describe any assumptions that you
used.

3. Provide copies of any technical
information and/or data you used that
support your views.

4. If you estimate potential burden or
costs, explain how you arrived at the
estimate that you provide.

5. Provide specific examples to
illustrate your concerns.

6. Offer alternative ways to improve
the notice or collection activity.

7. Make sure to submit your
comments by the deadline in this
document.

8. To ensure proper receipt by EPA,
be sure to identify the docket ID number
assigned to this action and the specific
PMN number you are commenting on in
the subject line on the first page of your
response. You may also provide the
name, date, and Federal Register
citation.

II. Why is EPA Taking this Action?

Section 5 of TSCA requires any
person who intends to manufacture
(defined by statute to include import) a
new chemical (i.e., a chemical not on
the TSCA Inventory to notify EPA and
comply with the statutory provisions
pertaining to the manufacture of new
chemicals. Under sections 5(d)(2) and
5(d)(3) of TSCA, EPA is required to
publish a notice of receipt of a PMN or
an application for a TME and to publish
periodic status reports on the chemicals
under review and the receipt of notices
of commencement to manufacture those
chemicals. This status report, which
covers the period from February 21,
2005 to March 15, 2005, consists of the
PMNs and TMEs, both pending or
expired, and the notices of
commencement to manufacture a new
chemical that the Agency has received
under TSCA section 5 during this time
period.

III. Receipt and Status Report for PMNs
and TMEs

This status report identifies the PMNs
and TMEs, both pending or expired, and
the notices of commencement to
manufacture a new chemical that the
Agency has received under TSCA
section 5 during this time period. If you
are interested in information that is not
included in the following tables, you
may contact EPA as described in Unit II.
to access additional non-CBI
information that may be available.

In Table I of this unit, EPA provides
the following information (to the extent
that such information is not claimed as
CBI) on the PMNs received by EPA
during this period: the EPA case number
assigned to the PMN; the date the PMN
was received by EPA; the projected end
date for EPA’s review of the PMN; the
submitting manufacturer; the potential
uses identified by the manufacturer in
the PMN; and the chemical identity.
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End Date
P-05-0335 | 02/22/05 05/22/05 | International Specialty | (S) Component in membranes to en- | (S) 2-propenoic acid, 2-metyhl-,
Products hance hydrophilicity/hydration flux; dodecyl ester, polymer with 1-eth-
component in coatings to enhance enyl-2-pyrrolidinone and 2-prope-
adhesion of coating to the sub- noic acid
strate; component in adhesives to
enhance adhesive coatings on syn-
thetic substrates; component in
cleaners used as a thickener
P-05-0336 | 02/22/05 05/22/05 | CBI (S) Use as a herbicide safener in for- | (G) Isoxadifen-ethyl
mulated pesticide products
P-05-0337 | 02/22/05 05/22/05 | CBI (G) Polymer is applied as a functional | (G) Diphenylcaprylmethicone
coating over inorganic solids.

P-05-0338 | 02/23/05 05/23/05 | Tremco Inc. (G) Water-proofing sealant additive (G) Alkylene ether amine, blocked

P-05-0339 | 02/23/05 05/23/05 | Falcon Lab LLP (S) Adjuvant for pesticides (S) Nonanoic acid, ammonium salt

P—05-0340 | 02/24/05 05/24/05 | Eftec North America, (G) Automobile coating (G) Blocked polyurethane

L.L.C.
P—-05-0341 02/24/05 05/24/05 | Eftec North America, (G) Automobile coating (G) Blocked polyurethane
L.L.C.

P-05-0342 | 02/24/05 05/24/05 | CBI (G) Coating and ink ingredient (G) Glycerides, alkyl mono, di- and
tri-, alkoxylated

P-05-0343 | 02/24/05 05/24/05 | CBI (G) Surface coating resin (G) Siloxanes and silicones, di-meth-
yl, alkoxy aryl, polymers with aryl
silsesquioxanes, alkoxy-terminated,
polymers with epichlorohydrin and
4,4’-(1-alkylidene) bis [cycloalkanol]

P-05-0344 | 02/25/05 05/25/05 | E.I. Du Pont De Ne- (G) Intermediate (G) Polyether glycol

mours and Com-
pany Inc.
P-05-0345 | 02/25/05 05/25/05 | E.I. Du Pont De Ne- (G) Intermediate (G) Copolyether glycol
mours and Com-
pany Inc.
P—05-0346 | 02/24/05 05/24/05 | CBI (G) An open non-dispersive use (G) Polyester resin
P-05-0347 | 02/25/05 05/25/05 | Ashland Inc., Environ- | (G) The material performs as a | (G) Poly[oxy(alkyldiyl), .alpha.-hydro-
mental Health and flexibilizer for epoxy vinyl ester res- .omega.-hydroxy-, acrylated-
Safety ins blocked  polymer  with 1,1-
methylenebis[isocyanatobenzene],

P-05-0348 | 02/24/05 05/24/05 | CBI (G) Fluid retention polymer (G) Dialkyldiallylsodium halide with
unsaturated phosphonic  acid,
acrylamido alkyl propane sulfonic
acid sodium salt, and two sub-
stituted monomers.

P-05-0349 | 02/24/05 05/24/05 | CBI (G) Fluid retention polymer (G) Dialkyldiallylsodium halide with
unsaturated  phosphonic  acid,
acrylamido alkyl propane sulfonic
acid sodium salt, and two sub-
stituted monomers.

P-05-0350 | 02/25/05 05/25/05 | CBI (S) Toner binder (G) Polyester resin

P-05-0355 | 02/28/05 05/28/05 | Ashland Inc., (G) Two-component laminating adhe- | (G) Poly(oxy-1,2-ethanediyl), .alpha.-

Enviornmental sive designed to exhibit improved hydro-.omega.-hydroxy-,  polymer
Health and Safety adhesion to metal surfaces and im- with alkyl diisocyanate
proved resistance to heat exposure.
P-05-0356 | 03/01/05 05/29/05 | KAO Specialties (S) Emulsifier in metalworking fluids; | (S) Amides, canola-oil, n-(hydroxy-
Americas LLC thickener and foam booster in dish- ethyl), ethoxylated
washing agent and car shampoo

P-05-0357 | 02/28/05 05/28/05 | Eastman Kodak Com- | (G) Chemical intermediate, destruc- | (S) Pentadecane, 7-(bromomethyl)-

pany tive use

P-05-0358 | 02/28/05 05/28/05 | 3M (G) Textile treatment additive. (G) Polycarbodiimide

P-05-0359 | 03/02/05 05/30/05 | CBI (G) Crosslinker (G) Isocyanate acid,
polyalkylenepolyphenyylene ester,
2-(2-alkoxy)alkanol-and alkylene
glycol-blocked

P-05-0360 | 03/02/05 05/30/05 | CBI (G) Printing ink (G) 7h-pyrazolo [1,5-b] [1,2,4] triazole
derivative

P—05-0361 03/02/05 05/30/05 | CBI (G) Chemical additive (G) Siloxanes and silicones, di-meth-
yl, 3-(2-hydroxyalkoxy)-1-[(2-
hydroxyalkoxy)alkyl]-1-alkenyl
methyl

P-05-0362 | 03/02/05 05/30/05 | CMP Coatings, Inc. (S) Paint additive (G) Reaction products with dimethyl

octatriene
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P-05-0363 | 03/03/05 05/31/05 | CBI (G) Open non-dispersive (coatings | (G) Aliphatic, blocked polyisocyanate
additive)

P-05-0364 | 03/03/05 05/31/05 | IGM Resins Inc (S) Cationic ultra violet-initiator for | (S)  9h-thioxanthenium, 10-[1,1"-
production of ultra violet-curable biphenyl]-4-yl-2-(1-methylethyl)-9-
dvd-adhesives; cationic utlra violet- oxo-, hexafluorophosphate(1-)
initiator for production of ultra vio-
let-curable can coatings; cationic
ultra violet-initiator for production of
ultra violet-curable flexographic ink

P-05-0365 | 03/04/05 06/01/05 | CBI (G) Paint primer for metal substrates; | (G) Substituted aliphatic amine
corrosion inhibitor for metal sub-
strates

P-05-0366 | 03/04/05 06/01/05 Eastman Kodak Com- | (G) Chemical intermediate, destruc- | (G) Substituted phenylsulfonyl, sub-

pany tive use stituted acid chloride

P-05-0367 | 03/04/05 06/01/05 | CBI (G) Coating component (G) Mixed metal oxide complex

P-05-0368 | 03/04/05 06/01/05 | CBI (G) Resin coating (G) Alkanoic acid, 2-hydroxy-, ion(1-),

salt with bisphenol a-bisphenola-
epichlorohydrin polymer alkanoate-
2-(dialkylamino)alkanol-2-alkyl-1-
alkanol-toluene diisocyanate reac-
tion products

P-05-0369 | 03/04/05 06/01/05 | CBI (G) Automotive coatings (G) Acrylic polymer

P-05-0370 | 03/04/05 06/01/05 | CBI (G) Automotive coatings (G) Acrylic polymer

P-05-0371 03/04/05 06/01/05 | CBI (G) Automotive coatings (G) Acrylic polymer

P-05-0372 | 03/04/05 06/01/05 | CBI (G) Automotive coatings (G) Acrylic polymer

P-05-0373 | 03/04/05 06/01/05 | CBI (G) Automotive coatings (G) Acrylic polymer

P-05-0374 | 03/04/05 06/01/05 | CBI (G) Automotive coatings (G) Acrylic polymer

P-05-0375 | 03/04/05 06/01/05 | CBI (G) Pigment dispersant (G) Sma ester potassium salt

P-05-0376 | 03/04/05 06/01/05 | CBI (G) Pigment dispersant (G) Sma ester sodium salt

P-05-0377 | 03/04/05 06/01/05 Henkel Consumer Ad- | (S) Adhesive and sealant (G) Silane terminated polyurethane

hesives Inc.

P-05-0378 | 03/07/05 06/04/05 | Ashland Inc., (G) Acrylic component of industrial | (G) B-keto ester, polymer with 2-

Enviornmental coatings and adhesive applications ethyl-2-[[(1-ox0-2-pro-

Health and Safety penyl)oxy]methyl]-1,3-propanediy!
di-2-propenoate and 2-hydroxyethyl
2-propenoate, polymer with krasol
Ibd 2000

P-05-0379 | 03/07/05 06/04/05 Forbo Adhesives, LLC | (G) Hot melt adhesive (G) Isocyanate functional polyester

urethane polymer

P-05-0380 | 03/07/05 06/04/05 | Ashland Inc., (G) Roofing adhesive for bonding roof | (G) Benzene, 1,1’-methylenebis[4-

Enviornmental membranes (such as pvc, tpo) to isocyanato-, polymer with

Health and Safety substrates (such as insulation benzenedicarboxylic acid, butyl

boards or concrete surfaces) dialkyl ester, poly[oxy(methyl-1,2-
ethanediyl)], .alpha.-hydro--hydroxy-
, oxirane, alkyll-, polymer with
oxirane, ether with propanepolyol
and sartomer's hlbh p-3000 and
lexorez 1180

P-05-0381 03/04/05 06/01/05 | Ge Betz (G) Component in a non-chrome | (G) Phosphonated polyamine
treatment for metals.

P-05-0382 | 03/04/05 06/01/05 | Ge Betz (G) Component in a non-chrome | (G) Phosphonated polyamine
treatment for metals.

P-05-0383 | 03/04/05 06/01/05 | Ge Betz (G) Component in a non-chrome | (G) Phosphonated polyamine
treatment for metals.

P-05-0384 | 03/04/05 06/01/05 | Ge Betz (G) intermediate (G) Polyamine phosphate salt

P-05-0385 | 03/04/05 06/01/05 | Ge Betz (G) intermediate (G) Polyamine hydrochloride salt

P-05-0386 | 03/07/05 06/04/05 | Ashland Inc., (G) Adhesive, coating, ink (G) .beta.-ketoester, polymers with

Enviornmental bisphenol a  diglycidyl ether

Health and Safety homopolymer diacrylate 3-(Cio_16-
alkyloxy)-2-hydroxypropyl ethers
and alkyl diacrylate, reaction prod-
ucts with monoalkyl acrylate

P-05-0387 | 03/07/05 06/04/05 | Ashland Inc., (G) Adhesive, coating, ink (G) .beta.-ketoester, polymer with

Enviornmental (chloromethyl)oxirane polymer with

Health and Safety

4,4’-(1-methylethylidene)bis[phenol]
2-propenoate and alkyl diacrylate,
reaction products with monoalkyl
acrylate a and monoalkyl acrylate b
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P—-05-0388 | 03/07/05 06/04/05 | Ashland Inc., (G) Adhesive, coating, ink (G) .beta.-ketoester, polymer with cn
Enviornmental 115, 2-propenoic acid,
Health and Safety oxybis(methyl-2,1-ethanediyl) ester
and cyclic alkyl monoacrylate
P-05-0389 | 03/07/05 06/04/05 | Ashland Inc., (G) Adhesive, coating, ink (G) .beta.-ketoester, polymers with
Enviornmental bisphenol a  diglycidyl ether
Health and Safety homopolymer diacrylate 3-(Cio_16-
alkyloxy)-2-hydroxypropyl ethers
and alkyl diacrylate, reaction prod-
ucts with monoalkyl acrylate
P-05-0390 | 03/07/05 06/04/05 | Ashland Inc., (G) Adhesive, coating, ink (G) .beta.-ketoester, polymer with
Enviornmental (chloromethyl)oxirane polymer with
Health and Safety 4,4’-(1-methylethylidene)
bis[phenol]2-propenocate and alkyl
diacrylate, reaction products with
monoalkyl acrylate a and monoalkyl
acrylate b
P—05-0391 03/07/05 06/04/05 | Ashland Inc., (G) Adhesive, coating, ink (G) .beta.-ketoester, polymers with cn
Enviornmental 115, 2-propenoic acid,
Health and Safety oxybis(methyl-2,1-ethanediyl) ester
and cyclic alkyl monoacrylate
P-05-0392 | 03/07/05 06/04/05 | Ashland Inc., (G) Adhesive, coating, ink, over-print | (G) .beta.-ketoesters, polymers with
Enviornmental varnish bisphenol a  diglycidyl ether
Health and Safety homopolymer diacrylate 3-(Cio-16)-
alkyloxy)-2-hydroxypropyl  ethers,
1,6-hexanediol diacrylate, poly-
ethylene glycol monoacrylate ether
with trimethylolpropane (3:1), and
amine acrylate, reaction products
with alkyl amine and alkanol amine
P-05-0393 | 03/07/05 06/04/05 | Ashland Inc., (G) Adhesive, coating, ink, over-print | (G) .beta.-ketoesters, polymers with
Enviornmental varnish bisphenol a  diglycidyl ether
Health and Safety homopolymer diacrylate 3-(Cio-16)-
alkyloxy)-2-hydroxypropyl  ethers,
1,6-hexanediol  diacrylate, poly-
ethylene glycol monoacrylate ether
with trimethylolpropane (3:1), and
alkyl acrylate, reaction products
with alkyl amine and alkanol amine
P-05-0394 | 03/07/05 06/04/05 | Ashland Inc., (G) Adhesive, coating, ink, over-print | (G) .beta.-ketoesters, polymers with
Enviornmental varnish aromatic epoxy acrylate, 1,6-
Health and Safety hexanediol diacrylate, polyethylene
glycol monoacrylate ether with
trimethylolpropane (3:1), and amine
acrylate, reaction products with
alkyl amine and alkanol amine
P-05-0395 | 03/07/05 06/04/05 | Ashland Inc., (G) Adhesive, coating, ink, over-print | (G) .beta.-ketoesters, polymers with
Enviornmental varnish aromatic epoxy acrylate, 1,6-
Health and Safety hexanediol diacrylate, polyethylene
glycol monoacrylate ether with
trimethylolpropane (3:1), and alkyl
acrylate, reaction products with
alkyl amine and alkanol amine
P—-05-0396 | 03/07/05 06/04/05 | Ashland Inc., (G) Adhesive, coating, ink, over-print | (G) .beta.-ketoester and .beta.-
Enviornmental varnish diketone, polymers with bisphenol a
Health and Safety diglycidyl ~ ether ~ homopolymer
diacrylate 3- (Cio-16)-alkyloxy)-2-
hydroxypropyl ethers, 1,6-

hexanediol diacrylate, polyethylene
glycol monoacrylate ether with
trimethylolpropane (3:1), and amine
acrylate, reaction products with
alkyl amine and alkanol amine
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P-05-0397 | 03/07/05 06/04/05 | Ashland Inc., (G) Adhesive, coating, ink, over-print | (G) .beta.-ketoester and .beta.-
Enviornmental varnish diketone, polymers with bisphenol a
Health and Safety diglycidyl ether homopolymer
diacrylate 3- (Cio_16)-alkyloxy)-2-
hydroxypropyl ethers, 1,6-
hexanediol diacrylate, polyethylene
glycol monoacrylate ether with
trimethylolpropane (3:1), and alkyl
acrylate, reaction products with
alkyl amine and alkanol amine
P-05-0398 | 03/08/05 06/05/05 Kemira Chemicals, (G) Dispersive use (e.g., paper manu- | (G) Fatty acids, Cis-1s and Cis-un-
Inc. facturing) saturated reaction products with tri-
ethanolamine, dimethyl sulfate-
quaternized
P-05-0399 | 03/08/05 06/05/05 | Kemira Chemicals, (G) Dispersive use (e.g., paper manu- | (G) Fatty acids, Cis.1s and Cis-
Inc. facturing) unsataurated reaction products with
triethanolamine, methyl chloride-
quaternized
P-05-0400 | 03/08/05 06/05/05 Firmenich Inc. (S) Aroma chemical for use in fra- | (S) 1-butanone, 3-(dodecylthio)-1-
grance mixtures, that in turn are (2,6,6-trimethyl-3-cyclohexen-1-yl)-
used in perfumes, soaps, cleaners,
etc.
P—05-0401 03/09/05 06/06/05 | Forbo Adhesives, LLC | (G) Hot melt polyurethane adhesive (G) Isocyanate functional polyester
acrylic polyether urethane polymer
P-05-0402 | 03/08/05 06/05/05 | CBI (G) Paper additive (G) Arene,alkenyl-, homopolymer,
hydroxyaromatic carboxylic acid-ter-
minated, metal complexes
P-05-0403 | 03/08/05 06/05/05 | CBI (G) Paper additive (G) Alkylaldehyde, polymer with
alkylarenol, hydroxyaromatic car-
boxylic acid-terminated, metal com-
plexes
P-05-0404 | 03/09/05 06/06/05 | CBI (G) Open non-dispersive use (G) Polymer modified rosin.
P-05-0405 | 03/10/05 06/07/05 | Eastman Kodak Com- | (G) Contained use in an article (G) Substituted phenylsulfonyl,
pany halosubstituted benzamide
P-05-0406 | 03/10/05 06/07/05 | Eastman Kodak Com- | (G) Chemical intermediate, destruc- | (G) Substituted naphthalenedisulfonic
pany tive use acid
P-05-0407 | 03/10/05 06/07/05 | CBI (G) Polyester resin (G) Poyester
P-05-0408 | 03/10/05 06/07/05 | CBI (G) Polyester resin (G) Poyester
P-05-0409 | 03/10/05 06/07/05 | CBI (G) Polyester resin (G) Poyester
P-05-0410 | 03/10/05 06/07/05 | CBI (G) Polyester resin (G) Poyester
P—-05-0411 03/11/05 06/08/05 | CBI (G) Coating resin (G) Phenol, 4,4’-(1-alkylalkylidene)bis-
, reaction products with bisphenol
a-epichlorohydrin polymer
alkanoate, dialkylenetriamine, 2-
(alkylamino)alkanol, 1,1-
alkylenebis[4-isocyanatobenzene]
and polyalkylene glycol ether with
bisphenol a (2:1)
P-05-0412 | 03/11/05 06/08/05 IGM Resins Inc (S) Free radical - initiator for produc- | (S) Poly(oxy-1,4-butanediyl), .alpha.-
tion of ultra violet-curable offset [[(9-0x0-9h-
inks; free radical - initiator for pro- thioxanthenyl)oxylacetyl]-.omega.-
duction of ultra violet-curable wood [[[(9-ox0-9h-
coatings; free radical -initiator for thioxanthenyl)oxylacetyl]oxy]-
production of ultra violet curable
flexographic ink
P-05-0413 | 03/11/05 06/08/05 | IGM Resins Inc (S) Free radical - initiator for produc- | (S) Poly(oxy-1,4-butanediyl),.alpha.-
tion of ultra violet-curable offset [(4-benzoylphenoxy)acetyl]-
inks; free radical - initiator for pro- .omega.-[[(4-
duction of ultra violet-curable wood benzoylphenoxy)acetyl]oxy]-
coatings; free radical -initiator for
production of ultra violet curable
flexographic ink
P-05-0414 | 03/14/05 06/11/05 | International Specialty | (S) Intermediate in the production of | (S) 1-dodecanaminium, n,n-dimethyl-
Products styleze w-20 / styleze w-10 n-[3-[(2-methyl-1-ox0-2-pro-
penyl)amino]propyl]-, chloride
P-05-0415 | 03/11/05 06/08/05 | CBI (G) Automotive coatings (G) Acrylic polymer
P-05-0416 | 03/11/05 06/08/05 | CBI (G) Automotive coatings (G) Acrylic polymer
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P-05-0417 | 03/14/05 06/11/05 | Cytec Industries Inc. (G) crosslinking resin (G) Tris-alkyl-alkoxy melamine poly-
mer
P-05-0418 | 03/15/05 06/12/05 Lubrizol Metalworking | (S) Anti-corrosion additive for metal- | (S) Hexanoic acid, 6,6'6”-(1,3,5-
Additives working fluids triazin-2,4,6-triyltriimino) tris-, com-
pound with 2-aminoethanol
P-05-0419 | 03/15/05 06/12/05 Lubrizol Metalworking | (S) Anti-corrosion additive for metal- | (S) Hexanoic acid, 6,6'6”-(1,3,5-
Additives working fluids triazin-2,4,6-triyltriimino)tris-, com-
pound with 2-amino-2-methyl-1-pro-
panol
P-05-0420 | 03/15/05 06/12/05 | Lubrizol Metalworking | (S) Anti-corrosion additive for metal- | (S) Hexanoic acid, 6,6'6"-(1,3,5-
Additives working fluids triazin-2,4,6-triyltriimino)tris-, com-
pound with 1-amino-2-propanol
P-05-0421 03/15/05 06/12/05 Lubrizol Metalworking | (S) Anti-corrosion additive for metal- | (S) Hexanoic acid, 6,6'6”-(1,3,5-
Additives working fluids triazin-2,4,6-triyltriimino)tris-, com-
pound with 1,1°,1” -nitrilotris [2-pro-
panol]
P-05-0422 | 03/15/05 06/12/05 | Lubrizol Metalworking | (S) Anti-corrosion additive for metal- | (S) Hexanoic acid, 6,66”-(1,3,5-
Additives working fluids triazin-2,4,6-triyltriimino)tris-, com-
pound  with  1,1’-iminobis[2-pro-
panol]
P-05-0423 | 03/15/05 06/12/05 | Lubrizol Metalworking | (S) Anti-corrosion additive for metal- | (S) Hexanoic acid, 6,6’,6”-(1,3,5-tri-
Additives working fluids azine-2,4,6-triyltriimino)tris-,  com-
pound with 2-(2-aminoethoxy) eth-
anol
P-05-0424 | 03/15/05 06/12/05 Eftec North America, (G) Automobile coating (G) Nh2-terminated polyurethane
L.L.C. prepolymer
P-05-0425 | 03/15/05 06/12/05 | Cytec Surface Special- | (S) Binder for paints and coatings (G) 2-propenoic acid, 2-methyl-, 2-
ties Inc. hydroxyalkyl ester, polymer with
butyl 2-propenoate,
ethenylbenzene, 4-hydroxybutyl 2-
propenoate, 2-methylpropyl 2-meth-
yl-2-propenoate, and 2-oxepanone
and 2-propenoic acid, tert-bu 2-
ethylhexaneperoxoate-initiated,
compounds with 2-
(dimethylamino)ethanol
P-05-0426 | 03/15/05 06/12/05 | Cytec Surface Special- | (S) Binder for paints coatings (G) 2-propenoic acid, 2-methyl-, alkyl
ties Inc. ester, polymer with butyl 2-
propenoate, ethenylbenzene, and
2-propenoic  acid, tert-bu  2-
ethylhexaneperoxoate-initiated,
compounds with 2-
(dimethylamino)ethanol
P-05-0427 | 03/15/05 06/12/05 | CBI (G) Chemical intermediate (G) Polyketone oligomer
P-05-0428 | 03/15/05 06/12/05 | Cytec Surface Special- | (S) Binder for paints and coatings (G) 1,3-benzenedicarboxylic  acid,
ties Inc. polymer with 1,3-
diisocyanatomethylbenzene, 2-
ethyl-2-(hydroxymethyl)-1,3-
propanediol, hexanedioic acid, 1,6-
hexanediol, 3-hydroxy-2-
(hydroxymethyl)-2-methylpropanoic
acid, 5-isocyanato-1-
(isocyanatomethy 1)-1,3,3-
trimethylcyclohexane, and
(alkylidene)bis[cyclohexanol], 3-
oxobutanoate, compound with n,n-
diethylethanamine
P-05-0429 | 03/15/05 06/12/05 | Cytec Surface Special- | (S) Resin for industrial paints (G) Modified fatty acids, polymer with
ties Inc. 1,6-hexanediol, isophthalic acid,
and trimellitic anhydride
P-05-0430 | 03/15/05 06/12/05 | CBI (G) Stabilizing additive for polymers (G) Substituted benzotriazole
P—05-0431 03/15/05 06/12/05 | CBI (G) Lubricant additive (G) 2,5-furandione, polymer with eth-

ane and 1-propene, reaction prod-
uct with aryl amine
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P-05-0432 | 03/15/05 06/12/05 | DIC International (G) Adhesives (G) Alkanedioic acid, polymer with
(USA), Inc. amine, alkanediols, caprolactone,
dialkyl ester of sulfated aromatic
dicarboxylic acid, sodium salt, hy-
droxy substituted alkane,
isocyanates and alkanetriol.

P-05-0437 | 03/15/05 06/12/05 | Cytec Surface Special- | (S) Binder for paints and coatings (G) 2-propenoic acid, 2-methyl-, 2-hy-
ties Inc. droxyethyl ester, polymer with butyl
2-propenoate, ethenylbenzene, 4-
hydroxybutyl ~ 2-propenoate  2-
methylpropyl 2-methyl-2-
propenoate, and 2-oxepanone, tert-
bu 2-ethylhexaneperoxoate-initiated

In Table II of this unit, EPA provides  that such information is not claimed as
the following information (to the extent = CBI) on the TMEs received:

Il. 1 TEST MARKETING EXEMPTION NOTICES RECEIVED FROM: 02/21/05 TO 03/16/05

: Projected
Case No. Relgg{\éed Notice Manufacturer/Importer Use Chemical
End Date
T-05-0003 03/14/05 04/27/05 | CBI (G) Polyurethane’s market (G) Soy polyol

In Table III of this unit, EPA provides CBI) on the Notices of Commencement
the following information (to the extent  to manufacture received:
that such information is not claimed as

I1l. 49 NOTICES OF COMMENCEMENT FROM: 02/21/05 TO 03/15/05

; Commencement ;
Case No. Received Date Notice End Date Chemical

P—00-0536 03/09/05 02/21/05 (G) Reaction product of: polyoxyalkylene solution with trimethylolpropane, 1,4,
cyclohexane dimethanol, cyclic aliphatic anhydrides, trimellitic anhydride and
block copolymers of ethylene oxide + propylene oxide

P-00-0537 03/09/05 02/28/05 (G) Reaction product: polyoxyalkylene solution with trimethylolpropane, 1,4
cyclohexane dimethanol, cyclic aliphatic anhydrides and trimellitic anhydride

P—-03-0698 03/03/05 02/15/05 (G) Rosin, polymer with a monocarboxylic acid, alkylphenols, formaldehyde,
maleic anhydride and pentaerythritol.

P-03-0715 03/08/05 03/01/05 (G) Dialkyl dimethyl ammonium carbonate (1:1)

P-03-0716 03/08/05 03/01/05 (G) Dialkyl dimethyl ammonium carbonate (2:1)

P-03-0849 03/03/05 02/22/05 (G) Aqueous polyurethane dispersion

P—-03-0866 03/14/05 02/16/05 (S) Siloxanes and silicones, di-methyl, polymers  with  3-[(2-
aminoethyl)amino]propyl ph silsesquioxanes, methoxy-terminated

P—04-0421 03/04/05 02/17/05 (G) Polyester polycarbamate

P—-04-0436 03/10/05 03/01/05 (G) Urethane acrylate

P—-04-0462 03/09/05 02/14/05 (G) Polyurethane prepolymer

P—-04-0475 03/09/05 02/02/05 (G) Alkyl methacrylate copolymer

P—04-0495 02/23/05 09/27/04 (G) Direct black azo dye

P-04-0498 02/23/05 09/27/04 (G) Direct black azo dye

P-04-0573 03/03/05 02/12/05 (G) Aliphatic polyisocyanate

P—-04-0584 02/25/05 01/20/05 (G) Maleic anhydride and acrylics modified polyolefin

P-04-0634 03/09/05 03/02/05 (G) Reaction product of: isophorone diisocyanate, aliphatic diamine,
.beta.hydro-.omega.-hydroxypoly (oxy-1,4-butanediyl) and aliphatic hydroxy
functional polyols.

P-04-0675 03/01/05 02/10/05 (G) N,n,n-trialkyl-alkylaminium, n-aminocarbonylalkenyl, chloride, polymer with
n-sulfoalkyl-aminocarbonylalkenyl, sodium salt and aminocarbonylalkenyl

P—-04-0676 03/01/05 02/10/05 (G) N,n,n-trialkyl-alkylaminium, n-aminocarbonylalkenyl, chloride, polymer with
n-sulfoalkyl-aminocarbonylalkenyl, sodium salt and aminocarbonylalkenyl

P-04-0692 02/28/05 02/10/05 (G) Trifunctional acrylic ester

P—-04-0693 03/15/05 02/10/05 (G) Urethane acrylate oligomer

P-04-0715 02/24/05 02/08/05 (G) Acrylic copolymer

P—-04-0745 02/23/05 01/28/05 (G) Organosilane ester

P-04-0746 02/23/05 01/28/05 (G) Amino phenolic reaction product with polyvinylphenol
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Case No. Received Date Notice End Date Chemical
P-04-0751 03/09/05 02/10/05 (G) Alkanedioic acid, polymer with 2-ethyl-2-(hydroxymethyl)-1,3-propanediol,
1,3-isobenzofurandione and  2-methyl-1,3-propanediol, 2-hydroxy-3-[(1-
oxoneodecyl)oxy]propyl ester
P-04-0763 03/01/05 02/10/05 (G) Polycarboxylate polymer with alkenyloxyalkylol modified
poly(oxyalkylenediyl), calcium sodium salt
P-04-0764 03/01/05 02/10/05 (G) Polycarboxylate polymer with alkenyloxyalkylol modified
poly(oxyalkylenediyl), sodium salt
P-04-0797 02/22/05 01/28/05 (G) Poly acrylic dispersion peroxide initiated poly acrylic esters with amine salt.
P-04-0802 02/23/05 02/08/05 (G) Isocyanate terminated urethane polymer
P-04-0817 03/04/05 02/23/05 (G) Trimethyl acyclic alkenones
P-04-0818 03/10/05 02/23/05 (G) Urethane acrylate
P-04-0832 02/23/05 02/11/05 (S) Bicyclo[2.2.1]heptan-2-ol, 2-ethyl-1,3,3-trimethyl-
P-04-0839 02/25/05 02/08/05 (G) Copolymer of acrylic acid and maleic acid
P-04-0840 02/25/05 02/11/05 (G) Copolymer of maleic acid and styrene
P-04-0841 02/25/05 02/14/05 (G) Copolymer of maleic acid and styrene
P-04-0842 02/25/05 02/08/05 (G) Copolymer of maleic acid and styrene
P—04-0843 02/25/05 02/11/05 (G) Copolymer of acrylic acid and styrene
P-04-0872 02/23/05 01/25/05 (G) Aromatic polyester polyurethane prepolymer based on mdi
P-04-0877 03/15/05 03/04/05 (G) Substituted ppvs (poly-p-phenylen-vinylens)
P-04-0879 02/23/05 01/24/05 (G) Cy1-17 hydrocarbons
P-04-0911 02/24/05 01/24/05 (G) Aryl-substituted diether propane
P—04-0960 03/11/05 02/14/05 (G) Biphenyl-bis(azo-acetoaceto-benzoate)
P-05-0040 03/04/05 01/24/05 (G) Modified starch-acrylate polymer
P—-05-0066 02/23/05 02/16/05 (G) Polyester polyurethane
P-05-0071 03/10/05 02/16/05 (G) Telechelic polyacrylates
P-05-0077 02/23/05 02/18/05 (S) Siloxanes and silicones, di-methyl, 3-hydroxypropyl methyl, ethers with poly-
ethylene glycol and polyethylene glycol mono(2-carboxyethyl) ether, polymers
with 1,1’-methylenebis[4-isocyanatocyclohexane]
P-05-0103 02/22/05 02/07/05 (G) Halo phenyl amino substituted cyclohexene salt
P-05-0111 02/25/05 02/22/05 (G) Toluylenediisocyanate, reaction product with benzenedimethanamine and
methoxypolyethylene glycol
P-05-0113 02/25/05 02/22/05 (G) Polyethylene-polypropylene glycol, reaction product with
octadecylisocyanate
P—95-0482 03/15/05 02/23/05 (G) Condensation polyester of glycols and diacids
List of Subjects owned by the bank holding company, Vice President) 100 North 6th Street,

Environmental protection, Chemicals,
Premanufacturer notices.

Dated: March 30, 2005.

Vicki A. Simons,

Acting Director, Information Management
Division, Office of Pollution Prevention and
Toxics.

[FR Doc. 05-6854 Filed 4-7—-05; 8:45 am]
BILLING CODE 6560-50-S

FEDERAL RESERVE SYSTEM

Formations of, Acquisitions by, and
Mergers of Bank Holding Companies

The companies listed in this notice
have applied to the Board for approval,
pursuant to the Bank Holding Company
Act of 1956 (12 U.S.C. 1841 et seq.)
(BHC Act), Regulation Y (12 CFR Part
225), and all other applicable statutes
and regulations to become a bank
holding company and/or to acquire the
assets or the ownership of, control of, or
the power to vote shares of a bank or
bank holding company and all of the
banks and nonbanking companies

including the companies listed below.

The applications listed below, as well
as other related filings required by the
Board, are available for immediate
inspection at the Federal Reserve Bank
indicated. The application also will be
available for inspection at the offices of
the Board of Governors. Interested
persons may express their views in
writing on the standards enumerated in
the BHC Act (12 U.S.C. 1842(c)). If the
proposal also involves the acquisition of
a nonbanking company, the review also
includes whether the acquisition of the
nonbanking company complies with the
standards in section 4 of the BHC Act
(12 U.S.C. 1843). Unless otherwise
noted, nonbanking activities will be
conducted throughout the United States.
Additional information on all bank
holding companies may be obtained
from the National Information Center
website at www.ffiec.gov/nic/.

Unless otherwise noted, comments
regarding each of these applications
must be received at the Reserve Bank
indicated or the offices of the Board of
Governors not later than May 2, 2005.

A. Federal Reserve Bank of
Philadelphia (Michael E. Collins, Senior

Philadelphia, Pennsylvania 19105-1521:

1. North Penn Mutual Holding
Company and North Penn Bancorp,
both of Scranton, Pennsylvania; to
become bank holding companies by
acquiring 100 percent of the of the
voting shares of North Penn Bank,
Scranton, Pennsylvania.

B. Federal Reserve Bank of
Richmond (A. Linwood Gill, III, Vice
President) 701 East Byrd Street,
Richmond, Virginia 23261-4528:

1. Premier Community Bankshares,
Inc., Winchester, Virginia; to acquire
100 percent of the voting shares of
Premier Bank, Inc., Martinsburg, West
Virginia (in organization).

C. Federal Reserve Bank of San
Francisco (Tracy Basinger, Director,
Regional and Community Bank Group)
101 Market Street, San Francisco,
California 94105-1579:

1. Oakland Venture Group, Los
Angeles, California; to become a bank
holding company by acquiring 100
percent of the voting shares of
Innovative Bancorp, and thereby
indirectly acquire Innovative Bank, both
of Oakland, California.
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Board of Governors of the Federal Reserve
System, April 4, 2005.
Robert deV. Frierson,
Deputy Secretary of the Board.
[FR Doc. 05-7014 Filed 4—-7—-05; 8:45 am]
BILLING CODE 6210-01-S

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Centers for Disease Control and
Prevention

Linkage of International Collaboration
and Research Programs for Prevention
and Control of Malaria

Announcement Type: New.

Funding Opportunity Number: RFA
CI05-062.

Catalog of Federal Domestic
Assistance Number: 93.283.

Application Deadline: May 23, 2005.

I. Funding Opportunity Description

Authority: 42 U.S.C. 241(a); 42 U.S.C.
2421.

Background

Burden of malaria in Africa and Asia:
Each year, malaria causes an estimated
500 million infections and more than
one million deaths. The main risk
groups in highly endemic areas, such as
in most of sub-Saharan Africa, are
children less than five years of age and
pregnant women. Malaria drains
economies in Africa, Asia, and the
Americas—causing a loss of up to six
percent of Gross National Product (GNP)
from lost productivity and health
service costs, with over 50 percent of
the world’s population at risk for
malaria. Thus, prevention of malaria
and, when it occurs, its effective
treatment, are high public health
priorities in endemic countries. There is
a paucity of data on the burden of
malaria from Asia.

Malaria control: Three major tools are
currently used to control malaria:
preventing and treating disease with
drugs, reducing human-vector contact
such as by insecticide treated mosquito
nets (ITNs), and controlling mosquitoes
(e.g. spraying of insecticides).

The use of drugs for treatment and
prevention remains one of the main
pillars for the Roll Back Malaria
initiative (RBM), but the rampant spread
of drug resistance of the malaria parasite
to the cheap and most commonly
available antimalarials is a major
problem. Nevertheless, drug
development has improved
considerably in the last five years and
the outlook for new antimalarials is now
better than it has been for decades.

Much needs to be done to test their
safety and efficacy and further work is
needed to ensure that they are optimally
used and made accessible to the target
population.

Reduction of human-vector contact by
use of ITNs has been shown to reduce
under-five mortality by 18 percent in
Africa and ITNs are now one of the
main RBM strategies. Despite the clear
evidence of their efficacy in Africa, very
little is known about their impact in
Asia. In some regions of Asia the vector
bites early in the evening or morning
thus ITNs may not be the optimal
prevention tool and other methods that
reduce human-vector contact should be
explored, including DEET retaining
repellents.

Vector control has saved millions of
lives worldwide and indoor residual
spraying with insecticides (IRS)
continues to play a major role in much
of Latin America and Asia, but its cost,
logistical complexity and moderate
efficacy made it poorly suited for rural
areas of sub-Saharan Africa.

Nevertheless advances in genomics
(including the mapping of the mosquito
and parasite genome), biotechnology,
and mapping using geographical
information systems, present exiting
new opportunities for the development
and employment of more cost-effective
tools that take aim at the mosquito.

Global collaboration: Although
important progress in malaria control
has been accomplished in recent years,
much more could have been done. This
slow progress is partly due to the lack
of funding. CDC recognizes that this is
also due to lack of coordination between
research groups, and between
researchers and donors, policy makers,
and Government Ministries responsible
for implementation. After decades of
neglect the international community is
showing a renewed interest in
controlling malaria. This has resulted in
new initiatives, including the RBM
initiative, Global Fund Initiative
(GFATM) and Malaria Vaccine Initiative
as well as significant new funding for
both research and program
development. Global collaboration is
now more critical than ever to ensure
translation of this commitment into
action and avoid fragmentation of
efforts. Many of these studies require
well-coordinated multi-center trials to
allow rapid accumulation of data and
account for the geographical variations
in drug sensitivity, frequency of host-
genetic polymorphism, cultural
preferences and economics.

Purpose

The purpose of this program is to
strengthen international collaborative

efforts with leading European
Institutions to expedite the
identification, evaluation and
implementation of malaria control
strategies in sub-Saharan Africa and
Asia. The aim is to move forward the
RBM agenda of increasing access to case
management and preventive
interventions against malaria by
promoting work in a complementary
way on key issues relevant to the
control of malaria.

CDC is committed to achieving the
health promotion and disease
prevention objectives of “Healthy
People 2010”, a national activity to
reduce morbidity and mortality and
improve the quality of life. This
announcement addresses the ‘“Healthy
People 2010” focus areas of HIV,
Immunization, Infectious Diseases and
Public Health Infrastructure. For the
conference copy of “Healthy People
20107, visit the Internet site http://
www.health.gov/healthy-people.

Measurable outcomes of the program
will be in alignment with one (or more)
of the National Center for Infectious
Disease (NCID) priority areas identified
in “Protecting the Nation’s Health in an
Era of Globalization: CDC’s Global
Strategy for Addressing Infectious
Diseases”. Priority areas for this
cooperative agreement include: (1)
Applied research on diseases of global
importance, (2) application of proven
public health tools, (3) global initiatives
for disease control and, (4) public health
training and capacity building.

Research Objectives

¢ Nature of the research problem.

Burden and control of malaria in
India: Conventional estimates of the
global burden of malaria suggest that
over 90 percent of the burden occurs in
Africa. There is however a paucity of
reliable data from Asia, particularly
India, which has a population of 1
billion, more than the entire African
continent. India’s National Vector Borne
Disease Control Programme reports less
than two million cases annually, but
recent estimates from the World Health
Organization (WHO) suggest this may be
as high as 45-100 million. Although
transmission is lower than in Africa,
less malarial immunity is acquired
during a lifetime of exposure so that
even adults remain at risk of dying from
severe malaria. Establishment of more
accurate estimates of the burden of
malaria, and appropriate evidenced-
based treatment and prevention policies
are essential to minimizing this public
health threat of malaria in India.

ITNs and IRS alone can reduce
malaria transmission by as much as 90
percent. Despite this, a significant
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proportion of the population remains
infected. Evidence from Thailand and
Vietnam suggests that sustained
reductions in transmission may be
achieved by combining vector control
with use of antimalarials that contain
Artemisinin derivatives. Artemisinin
containing combination therapy (ACT)
offers great hope for the control of
malaria. These drugs not only provide
fast and highly effective treatment, but
also have the potential to interrupt
transmission by markedly reducing
gametocyte development of the parasite
and enhance the effects of vector
control. It is likely that these promising
results from South East Asia are
applicable to large regions in India with
similar transmission patterns and vector
behavior, and this now needs to be
evaluated.

Malaria control in pregnancy:
Intermittent preventive therapy (IPT)
and ITNs are the two main strategies for
malaria control in pregnancy in areas
with moderate to high malaria
transmission. Nevertheless, the
scientific evidence on which these
policy recommendations are based is
incomplete and many research
questions remain. For example it is
unclear whether IPT or ITNs work in
areas with low malaria transmission.
Furthermore, for IPT there is a heavy
reliance on sulfadoxine-pyrimethamine
(SP) and chloroquine and there is an
urgent need to identify alternative drugs
as both these drugs have increasing drug
resistance. Despite the recognition that
malaria poses an important problem in
pregnancy, the arsenal of drugs for the
prevention and control of malaria in
pregnancy (MIP) lags behind that for
children. This can be attributed to the
systematic exclusion of pregnant
women from trials for fear of toxicity to
the fetus, the scarcity of resources
specific for this high-risk group, and to
some extent to the lack of global
coordination of research agendas.

Recently a new global malaria in
pregnancy research consortium (MIP
Consortium) of over 40 research
institutions, together with the World
Health Organization (WHO/RBM),
identified the key priority areas of
research for malaria control in
pregnancy. These include: (1) The
determination of the burden of malaria
in pregnancy in areas of low
transmission, such as in Asia, to
enhance the ability of public health
programs to develop and target
appropriate intervention approaches in
these regions; (2) studies of the
pharmacokinetics, safety and efficacy of
alternative drugs for treatment and
prevention of malaria in pregnancy,
and; (3) studies that determine how best

to use ITNs and antimalarial drugs in
combination to maximize the
prevention benefit and limit adverse
exposures in pregnancy.

Malaria control in children:

Treatment: SP has been the mainstay
of malaria treatment in many countries
in Africa over the last 10 years, yet
resistance to SP is emerging rapidly.
Artemisinin derivatives combined with
other antimalarial (ACTs) have the
potential to improve cure rates and
reduce the development of drug
resistance. There are a number of
artemisinin-based combinations that
have or will become available and
require evaluation to assist in policy
formulation.

New drug approaches to malaria
prevention in children: Daily or weekly
malaria prophylaxis is no longer
recommended for malaria endemic
countries and new strategies for the
prevention of malaria involving drugs
are required. One such strategy is IPT,
and consists of administration of full
treatment doses given presumptively
(regardless of the presence of malaria) at
predefined intervals to provide
prolonged periods of protection. This
approach is now widely advocated for
pregnant women attending antenatal
care (IPTp) and is being evaluated (by
CDC and others) for the prevention of
severe malaria and anemia in infants
(IPTi). More research is required to
further develop the concept of IPT in
other high-risk populations such as in
young children admitted with severe
malarial anemia requiring a blood
transfusion. Previous studies have
indicated that this group is at very high
risk of rebound severe anemia and death
in the six-month period post-discharge.
Prolonged periods of protection from
malaria from intermittent antimalarial
treatment post discharge (IPTpd) may
prevent re-infection and increase
hematological recovery and possibly
reduce death due to rebound severe
anemia.

HIV-infected individuals: The burden
of malaria is exacerbated by the advent
of HIV, which increases susceptibility to
malaria, particularly in pregnancy.
Conversely acute malaria is associated
with transient rises in HIV viral load. It
is unclear whether repeated frequent
malaria infections in areas with intense
malaria transmission is associated with
increased AIDS disease progression, and
if so, whether prevention of malaria can
reduce AIDS disease progression.
Furthermore with the wide spread use
of antimalarials and with the
introduction of anti-retroviral drugs in
Africa there is an urgent need to
determine the safety and kinetics of
these drugs when used at the same time.

e Scientific knowledge to be achieved
through research supported by this
program.

India & Asia:

1. Identifying the burden of malaria in
selected Asian countries, including
India.

2. Identifying potential interventions
to reduce the burden of malaria in
pregnant women in India.

3. Evidence of the effectiveness of
reducing malaria transmission in a large
region through multi-pronged approach
that uses a combination of vector
control measures and appropriate
treatment and prevention of malaria
with artemisinin containing
combination therapies.

Pregnant Women:

4. Evidence of the pharmacokinetics,
safety and efficacy of new antimalarials
for treatment and prevention of MIP.

5. Knowledge of how best to combine
ITNs with antimalarials in the
prevention of malaria in pregnancy.

Children:

6. Evidence of the safety and efficacy
of new antimalarials for the treatment of
non-severe malaria in children.

7. The degree to which IPT is effective
for the prevention of severe malaria and
anemia among children.

HIV infected patients:

8. Knowledge of the safety and
kinetics of ARVs and antimalarials in
HIV infected persons when used at the
same time.

9. Knowledge of the impact of malaria
prevention on the rate of HIV disease
progression.

¢ Objectives of this research program.

Strengthen international collaborative
efforts to expedite the identification,
evaluation, and implementation of
malaria control strategies in sub-
Saharan Africa and Asia.

¢ Identify the types of research and
experimental approaches that are being
sought to achieve the objectives.

The recipient institution will work
with CDC on a package of research and
policy into practice activities, mainly in
India and Africa, which require a range
of experimental approaches and
activities. These include the
development and evaluation of
epidemiological survey tools for the
rapid assessment of the burden of
malaria in regions with low
transmission, such as India. CDC has
developed rapid assessment tools for
Africa, providing the groundwork for
this activity, but these tools need to be
field tested and adopted to the Asian
setting. Further experimental
approaches include the design and
coordination of multi-center trials of the
treatment and prevention of malaria,
and the application of specific statistical
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methods that allow individual patient
data meta-analysis of these multi-centre
trials. Lastly, the global malaria in
pregnancy research consortium requires
a secretariat to coordinate the activities
for the consortium.

Activities

Recipient activities for this program
are as follows:

India and Asia:

1. Provide technical support to the
Malaria Research Council (Jabalpur,
Madhya Pradesh, India) for studies that
assess the burden of malaria in
pregnancy in India and for community
and clinical studies by the Malaria
Research Council related to MIP and
malaria in children and adults.

2. Provide technical assistance to the
WHO Southeast Asia Regional Office
(SEARO) to assess the burden of malaria
in pregnancy in select Asian countries
and to develop appropriate standardized
rapid assessment tools for this purpose.

Malaria in Pregnancy:

3. Serve as the global Secretariat for
the MIP Consortium to:

e Provide a platform that enhances
collaboration between research groups
and international organizations working
on malaria in pregnancy.

¢ Coordinate interventional research
relevant to the control of malaria in
pregnancy and to promote the quality of
such research by encouraging use of
standardized research methods among
consortium members.

e Act as an advocate for malaria in
pregnancy research and mobilize
funding.

¢ Coordinate or participate in the
development of research grants, and of
research protocol development and
execution of multi-centre trials.

¢ Identify, evaluate and implement
appropriate new interventions for the
treatment and prevention of malaria in
pregnancy in Africa and Asia.

4. Determine the pharmacokinetics of
new antimalarials for use in pregnancy.

Children:

5. Design and conduct studies of IPT
in the post-discharge period (IPTpd) in
children with severe malaria to
determine whether IPTpd is effective in
preventing rebound severe malaria and
anemia.

HIV and Malaria:

6. Design and conduct studies to
assess drug interaction between ARVs
and antimalarials.

7. Provide technical support for grant
writing, design, and conduct of studies
that determine the role of malaria on
HIV disease progression.

Capacity building:

8. Strengthen research capacity for
endemic countries by providing

diploma, Master’s and PhD level
training in tropical medicine to
professionals from malaria endemic
countries involved with CDC malaria-
related activities in Africa and Asia.

9. Provide technical support to select
malaria endemic sub-Saharan African
countries to achieve RBM targets related
to MIP and children.

Research synthesis and dissemination
of results:

10. Coordinate research synthesis and
provide individual patient data meta-
analysis of the multi-centre trials in
children and pregnant women.

11. Participate in the dissemination of
research results or other activities
through written publications, including
peer-reviewed journals, oral
presentations, or other means.

In a cooperative agreement, CDC staff
is substantially involved in the program
activities, above and beyond routine
grant monitoring. CDC Activities for this
program are as follows:

¢ Provide technical assistance in the
design and conduct of the activities,
including evaluation methods and
analytic approach.

e Provide consultation and assistance
on methods for treatment of malaria,
enhancing capacity at different levels
(local, national) to increase use of
prevention measures including
insecticide treated bed nets, or
prevention of malaria and its adverse
consequences during pregnancy.

e Provide consultation and assistance
on operations research study designs
that may be identified and carried out
by recipient or MIP Consortium
partners.

e Participate as needed in data
collection, data management, analysis of
research data, interpretation, and
dissemination of research findings.

e Provide assistance in design of the
evaluations.

e Provide assistance in the
development of any research protocols
for Institutional Review Board (IRB)
review by all cooperating institutions
participating in research projects. The
CDC IRB will review and approve the
protocol initially and on at least an
annual basis until research projects are
completed.

II. Award Information

Type of Award: Cooperative
Agreement.

CDC involvement in this program is
listed in the Activities Section above.

Mechanism of Support: UO1.

Fiscal Year Funds: FY05.

Approximate Total Funding:
$400,000. (This amount is an estimate,
and is subject to availability of funds.
This amount includes both direct and
indirect costs.)

Approximate Number of Awards: 1.

Approximate Average Award:
$400,000. (This amount is for the first
12-month budget period.)

Floor of Award Range: None.

Ceiling of Award Range: $400,000.
(This ceiling is for the first 12-month
budget period and includes both direct
and indirect costs.)

Anticipated Award Date: August 15,
2005.

Budget Period Length: 12 months.

Project Period Length: Five years.

Throughout the project period, CDC’s
commitment to continuation of awards
will be conditioned on the availability
of funds, evidence of satisfactory
progress by the recipient (as
documented in required reports), and
the determination that continued
funding is in the best interest of the
Federal Government.

III. Eligibility Information

II.1. Eligible Applicants

Applications may be submitted by
public and private nonprofit
organizations and by governments and
their agencies, such as:

e Public nonprofit organizations.

¢ Private nonprofit organizations.

¢ Small, minority, women-owned
businesses.

e Universities.

e Colleges.

Research institutions.

Hospitals.

Community-based organizations.
Faith-based organizations.

e Federally recognized Indian tribal
governments.

e Indian tribes.

e Indian tribal organizations.

e State and local governments or their
Bona Fide Agents (this includes the
District of Columbia, the
Commonwealth of Puerto Rico, the
Virgin Islands, the Commonwealth of
the Northern Marianna Islands,
American Samoa, Guam, the Federated
States of Micronesia, the Republic of the
Marshall Islands, and the Republic of
Palau).

e Political subdivisions of States (in
consultation with States).

A Bona Fide Agent is an agency/
organization identified by the state as
eligible to submit an application under
the state eligibility in lieu of a state
application. If you are applying as a
bona fide agent of a state or local
government, you must provide a letter
from the state or local government as
documentation of your status. Place this
documentation behind the first page of
your application form.

III.2. Cost Sharing or Matching

Matching funds are not required for
this program.
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II1.3. Other

If you request a funding amount
greater than the ceiling of the award
range, your application will be
considered non-responsive, and will not
be entered into the review process. You
will be notified that your application
did not meet the submission
requirements.

Special Requirements

If your application is incomplete or
non-responsive to the requirements
listed in this section, it will not be
entered into the review process. You
will be notified that your application
did not meet submission requirements.

Applicant must have experience and
current activities coordinating
international networks that are relevant
to malaria in pregnancy research such as
designation as a coordinating center or
Secretariat; one or more of the networks
must include European institutions.

Applicant must have the capacity to
conduct meta-analysis, this may be
through an well-established relationship
with a group recognized for meta-
analysis work.

Applicant must have experience and
current capability to conduct malaria
vector control research in partnership
with other institutions.

Applicant must have an institutional
link and access to a Liquid
Chromatography/Mass Spectrometry
bioanalytical facility. The facility must
be recognized as a regional analytical
reference site, preferably one that
includes some malaria endemic
countries in Africa and Asia.

Applicant must have experience in
conducting studies of anti-retroviral
drug interaction including the potential
interactions between anti-retrovirals and
anti-malarials.

Applicant must have long-term
technical and research collaborative
malaria-related activities in Africa and
Asia; in addition, the applicant must
have an established relationship with
the Malaria Research Council of India
and with the Kenya Medical Research
Institute/Centers for Disease Control and
Prevention program.

Applicant must have an established
multi-level academic program suitable
for training persons from malaria
endemic countries in fields suitable for
malaria research and which leads to a
recognized diploma, certificate, and/or
degree.

Applicant must have experience
providing technical support to WHO or
similar international organizations,
endemic country research institutes
and/or Ministries of Health for malaria
in pregnancy development and program
implementation.

Late applications will be considered
non-responsive. See section “IV.3.
Submission Dates and Times” for more
information on deadlines.

The applicant must document
eligibility by providing the following
documentation which should be
attached in an appendix to the
application: (a) Evidence of role with
malaria research related consortium(s)
including current activities and
evidence of the inclusion of European-
based organizations; (b) evidence of
organizational capacity to conduct meta
analysis; this may be a letter from the
unit within the organization that
outlines their capability and support for
the defined work; (c) evidence of
organization’s past and current work
conducted in partnership with other
institutions to conduct malaria vector
control research; (d) evidence of an
institutional link and access to a Liquid
Chromatography/Mass Spectrometry
bioanalytical facility that is a recognized
regional analytical reference site. This
may be a letter of support from the
facility; (e) evidence of experience in
conducting studies of anti-retroviral
drug interaction including the potential
interactions between anti-retrovirals and
anti-malarials; (f) evidence of current
malaria research collaborations in sub-
Sahara Africa including letters of
support from the Malaria Research
Centre (Jababur, Madhya Pradesh, India)
for this work and the Kenya Medical
Research Institute/Centers for Disease
Control and Prevention program in
Kisumu, Kenya; (g) evidence of an
active multi-level academic program for
training persons from malaria endemic
countries, especially those in Africa;
and (h) evidence of experience
providing technical support to WHO or
a similar international organization,
endemic country research institutes
and/or Ministries of Health for malaria
in pregnancy development and program
implementation.

Note: Title 2 of the United States Code
section 1611 states that an organization
described in section 501(c)(4) of the Internal
Revenue Code that engages in lobbying
activities is not eligible to receive Federal
funds constituting an award, grant, or loan.

Individuals Eligible to Become Principal
Investigators

Any individual with the skills,
knowledge, and resources necessary to
carry out the proposed research is
invited to work with their institution to
develop an application for support.
Individuals from underrepresented
racial and ethnic groups as well as
individuals with disabilities are always
encouraged to apply for CDC programs.

Additional Principal Investigator
qualifications are as follows:

(a) Experience conducting field
epidemiologic research in malaria in
pregnancy in sub-Sahara Africa or Asia
that resulted in one or more published
articles in a peer reviewed journal.

(b) Experience mentoring local staff
involved in an academic program from
a developing country in Africa or Asia.

(c) Experience setting up and running
a research consortium.

IV. Application and Submission
Information

IV.1. Address to Request Application
Package

To apply for this funding opportunity,
use application form PHS 398 (OMB
number 0925-0001 rev. 5/2001). Forms
and instructions are available in an
interactive format on the CDC Web site,
at the following Internet address: http:/
/www.cdc.gov/od/pgo/forminfo.htm.
Forms and instructions are also
available in an interactive format on the
National Institutes of Health (NIH) Web
site at the following Internet address:
http://grants.nih.gov/grants/funding/
phs398/phs398.html.

If you do not have access to the
Internet, or if you have difficulty
accessing the forms on-line, you may
contact the CDC Procurement and
Grants Office Technical Information
Management Section (PGO-TIM) staff
at: 770-488-2700. Application forms
can be mailed to you.

IV.2. Content and Form of Application
Submission

Application: Follow the PHS 398
application instructions for content and
formatting of your application. If the
instructions in this announcement differ
in any way from the PHS 398
instructions, follow the instructions in
this announcement. For further
assistance with the PHS 398 application
form, contact PGO-TIM staff at 770—
488-2700, or contact GrantsInfo,
telephone (301) 435—0714, e-mail:
GrantsInfo@nih.gov.

Your research plan should address
activities to be conducted over the
entire project period.

You are required to have a Dun and
Bradstreet Data Universal Numbering
System (DUNS) number to apply for a
grant or cooperative agreement from the
Federal government. Your DUNS
number must be entered on line 11 of
the face page of the PHS 398 application
form. The DUNS number is a nine-digit
identification number, which uniquely
identifies business entities. Obtaining a
DUNS number is easy and there is no
charge. To obtain a DUNS number,
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access http://
www.dunandbradstreet.com or call 1—
866—-705-5711.

For more information, see the CDC
Web site at: http://www.cdc.gov/od/pgo/
funding/pubcommt.htm.

This announcement uses the non-
modular budgeting format.

Additional requirements that may
require you to submit additional
documentation with your application
are listed in section “VI.2.
Administrative and National Policy
Requirements.”

IV.3. Submission Dates and Times

Application Deadline Date: May 23,
2005.

Explanation of Deadlines:
Applications must be received in the
CDC Procurement and Grants Office by
4 p.m. eastern time on the deadline
date. If you submit your application by
the United States Postal Service or
commercial delivery service, you must
ensure that the carrier will be able to
guarantee delivery by the closing date
and time. If CDC receives your
submission after closing due to: (1)
Carrier error, when the carrier accepted
the package with a guarantee for
delivery by the closing date and time, or
(2) significant weather delays or natural
disasters, you will be given the
opportunity to submit documentation of
the carriers guarantee. If the
documentation verifies a carrier
problem, CDC will consider the
submission as having been received by
the deadline.

This announcement is the definitive
guide on application content,
submission address, and deadline. It
supersedes information provided in the
application instructions. If your
application does not meet the deadline
above, it will not be eligible for review,
and will be discarded. You will be
notified that you did not meet the
submission requirements.

CDC will not notify you upon receipt
of your submission. If you have a
question about the receipt of your
application, first contact your courier. If
you still have a question, contact the
PGO-TIM staff at: 770-488-2700. Before
calling, please wait two to three days
after the submission deadline. This will
allow time for submissions to be
processed and logged.

IV 4. Intergovernmental Review of
Applications

Your application is subject to
Intergovernmental Review of Federal
Programs, as governed by Executive
Order (EO) 12372. This order sets up a
system for state and local governmental
review of proposed federal assistance

applications. You should contact your
state single point of contact (SPOC) as
early as possible to alert the SPOC to
prospective applications, and to receive
instructions on your state’s process.
Click on the following link to get the
current SPOC list: http://
www.whitehouse.gov/omb/grants/
spoc.html.

IV.5. Funding Restrictions

Restrictions, which must be taken into
account while writing your budget, are
as follows:

e Funds relating to the conduct of
research will not be released until the
appropriate assurances and Institutional
Review Board approvals are in place.

e Reimbursement of pre-award costs
is not allowed.

e Funds may be spent for reasonable
program purposes, including personnel,
travel, supplies, and services.

Equipment may be purchased if
deemed necessary to accomplish
program objectives, however, prior
approval by CDC officials must be
requested in writing.

e The costs that are generally
allowable in grants to domestic
organizations are allowable to foreign
institutions and international
organizations, with the following
exception: With the exception of the
American University, Beirut and the
World Health Organization, Indirect
Costs will not be paid (either directly or
through sub-award) to organizations
located outside the territorial limits of
the United States or to international
organizations regardless of their
location.

e The applicant may contract with
other organizations under this program;
however the applicant must perform a
substantial portion of the activities
(including program management and
operations, and delivery of prevention
services for which funds are required.)

e All requests for funds contained in
the budget, shall be stated in U.S.
dollars. Once an award is made, CDC
will not compensate foreign grantees for
currency exchange fluctuations through
the issuance of supplemental awards.

e You must obtain annual audit of
these CDC funds (program-specific
audit) by a U.S.—based audit firm with
international branches and current
licensure/authority in-country, and in
accordance with International
Accounting Standards or equivalent
standard(s) approved in writing by CDC.

o A fiscal Recipient Capability
Assessment may be required, prior to or
post award, in order to review the
applicant’s business management and
fiscal capabilities regarding the
handling of U.S. Federal funds.

IV.6. Other Submission Requirements

Application Submission Address:
Submit the original and two hard copies
of your application by mail or express
delivery service to: Technical
Information Management-RFA CI05—
062, CDC Procurement and Grants
Office, 2920 Brandywine Road, Atlanta,
GA 30341.

At the time of submission, three
additional copies of the application, and
all appendices must be sent to: Dr.
Trudy Messmer, RFA CI05-062,
National Center for Infectious Diseases
(NCID), CDC, 1600 Clifton Road, MS C—
19, Atlanta, GA 30333. E-mail:
TMessmer@cdc.gov.

Applications may not be submitted
electronically at this time.

V. Application Review Information
V.1. Criteria

The applicant is required to provide
measures of effectiveness that will
demonstrate the accomplishment of the
various identified objectives of the
cooperative agreement. Measures of
effectiveness must relate to the
performance goals stated in the
‘“Purpose” section of this
announcement. Measures must be
objective and quantitative, and must
measure the intended outcome. These
measures of effectiveness must be
submitted with the application and will
be an element of evaluation.

The goals of CDC-supported research
are to advance the understanding of
biological systems, improve the control
and prevention of disease and injury,
and enhance health. In the written
comments, reviewers will be asked to
evaluate the application in order to
judge the likelihood that the proposed
research will have a substantial impact
on the pursuit of these goals.

The scientific review group will
address and consider each of the
following criteria equally in assigning
the application’s overall score,
weighting them as appropriate for the
application. The application does not
need to be strong in all categories to be
judged likely to have major scientific
impact and thus deserve a high priority
score. For example, an investigator may
propose to carry out important work
that by its nature is not innovative, but
is essential to move a field forward.

The review criteria are as follows:

Significance: Does this study address
an important problem? If the aims of the
application are achieved, how will
scientific knowledge be advanced? What
will be the effect of these studies on the
concepts or methods that drive this
field?
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Approach: Are the conceptual
framework, design, methods, and
analyses adequately developed, well-
integrated, and appropriate to the aims
of the project? Does the applicant
acknowledge potential problem areas
and consider alternative tactics?

Innovation: Does the project employ
novel concepts, approaches or methods?
Are the aims original and innovative?
Does the project challenge existing
paradigms or develop new
methodologies or technologies?

Investigator: Is the investigator
appropriately trained and well suited to
carry out this work? Is the work
proposed appropriate to the experience
level of the principal investigator and
other researchers (if any)?

Environment: Does the scientific
environment in which the work will be
done contribute to the probability of
success? Do the proposed experiments
take advantage of unique features of the
scientific environment or employ useful
collaborative arrangements? Is there
evidence of institutional support?

Additional Review Criteria: In
addition to the above criteria, the
following items will be considered in
the determination of scientific merit and
priority score:

Protection of Human Subjects from
Research Risks: Does the application
adequately address the requirements of
title 45 CFR part 46 for the protection
of human subjects?

Inclusion of Women and Minorities in
Research: Does the application
adequately address the CDC Policy
requirements regarding the inclusion of
women, ethnic, and racial groups in the
proposed research? This includes: (1)
The proposed plan for the inclusion of
both sexes and racial and ethnic
minority populations for appropriate
representation; (2) the proposed
justification when representation is
limited or absent; (3) a statement as to
whether the design of the study is
adequate to measure differences when
warranted; and (4) a statement as to
whether the plans for recruitment and
outreach for study participants include
the process of establishing partnerships
with community(ies) and recognition of
mutual benefits.

Budget: (This will not be scored) The
reasonableness of the proposed budget
and the requested period of support in
relation to the proposed research.

V.2. Review and Selection Process

The application will be reviewed for
completeness by the Procurement and
Grants Office (PGO) and for
responsiveness by NCID. An incomplete
application or application that is non-
responsive to the eligibility criteria will

not advance through the review process.
Applicants will be notified that their
application did not meet submission
requirements.

A complete and responsive
application will be evaluated for
scientific and technical merit by a
Special Emphasis Panel comprised of
external experts convened by the NCID
Office of Extramural Research in
accordance with the review criteria
listed above. As part of the scientific
merit review, the application will:

e Undergo a selection process in
which only those applications deemed
to have the highest scientific merit by
the review group, generally the top half
of the applications under review, will be
discussed and assigned a priority score.

e Receive a written critique.

¢ Receive a second programmatic
level review by CDC senior staff.

Award Criteria: Criteria that will be
used to make award decisions during
the programmatic review include:

e Scientific merit (as determined by
peer review).

e Availability of funds.

e Programmatic priorities.

V.3. Anticipated Award Date

August 15, 2005.
VI. Award Administration Information
VI1.1. Award Notices

Successful applicants receive a Notice
of Award (NoA) from the CDC
Procurement and Grants Office. The
NoA shall be the only binding,
authorizing document between the
recipient and CDC. The NoA will be
signed by an authorized Grants
Management Officer, and mailed to the
recipient fiscal officer identified in the
application.

Unsuccessful applicants will receive
notification of the results of the
application review by mail.

VI.2. Administrative and National
Policy Requirements

45 CFR parts 74 and 92.

For more information on the Code of
Federal Regulations, see the National
Archives and Records Administration at
the following Internet address: http://
www.access.gpo.gov/nara/cfr/cfr-table-
search.html.

The following additional
requirements apply to this project:

e AR-1 Human Subjects
Requirements.

e AR-2 Requirements for Inclusion of
Women and Racial and Ethnic
Minorities in Research.

e AR-10 Smoke-Free Workplace
Requirements.

e AR-11 Healthy People 2010.

e AR-12 Lobbying Restrictions.

e AR-22 Research Integrity.

e AR-24 Health Insurance Portability
and Accountability Act
Requirements.

e AR-25 Release and Sharing of Data.

Additional information on these
requirements can be found on the CDC

Web site at the following Internet

address: http://www.cdc.gov/od/pgo/

funding/ARs.htm.

V1.3. Reporting

You must provide CDC with an
original, plus two hard copies of the
following reports:

1. Interim progress report, (use form
PHS 2590, OMB Number 0925-0001,
rev. 5/2001 as posted on the CDC
website) no less than 90 days before the
end of the budget period. The progress
report will serve as your non-competing
continuation application

2. Financial status report, no more
than 90 days after the end of the budget
period.

3. Final financial and performance
reports, no more than 90 days after the
end of the project period.

These reports must be mailed to the
Grants Management Specialist listed in
the “Agency Contacts” section of this
announcement.

VII. Agency Contacts

We encourage inquiries concerning
this announcement.

For general questions, contact:
Technical Information Management
Section, CDC Procurement and Grants
Office, 2920 Brandywine Road, Atlanta,
GA 30341. Telephone: 770-488-2700.

For scientific/research issues, contact:
Dr. Trudy Messmer, Scientific Review
Administrator, 1600 Clifton Road, MS
C-19, Atlanta, GA 30333. Telephone:
404-639-3770. E-mail:
TMessmer@cdc.gov.

For questions about peer review,
contact: Ms. Barbara Stewart, Public
Health Analyst, 1600 Clifton Road, MS
C-19, Atlanta, GA 30333. Telephone:
404-639-3770. E-mail:
BStewart@cdc.gov.

For financial, grants management, or
budget assistance, contact: Steward
Nichols, Grants Management Specialist,
CDC Procurement and Grants Office,
2920 Brandywine Road, Atlanta, GA
30341. Telephone: 770-488-2788. E-
mail: SHN8@cdc.gov.

VIII. Other Information

This and other CDC funding
opportunity announcements can be
found on the CDC Web site, Internet
address: http://www.cdc.gov. Click on
“Funding” then “Grants and
Cooperative Agreements.”
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Additional background information
can be found at: http://www.cdc.gov/
malaria/.

Dated: April 4, 2005.

William P. Nichols,

Director, Procurement and Grants Office,
Centers for Disease Control and Prevention.

[FR Doc. 05-7047 Filed 4-7-05; 8:45 am|
BILLING CODE 4163-18-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Centers for Medicare & Medicaid
Services

[CMS—1296-N2]

Medicare Program; Request for
Nominations to the Advisory Panel on
Ambulatory Payment Classification
Groups; Extension of Nominations
Deadline

AGENCY: Centers for Medicare &
Medicaid Services (CMS), HHS.
ACTION: Notice.

SUMMARY: This notice extends the
deadline for nominations of members to
the Advisory Panel on Ambulatory
Payment Classification (APC) Groups
(the Panel). The original request for
nominations was published in the
Federal Register on February 25, 2005.
(70 FR 9336) Six vacancies will exist on
the Panel as of March 31, 2005.

The purpose of the Panel is to review
the APC groups and their associated
weights and to advise the Secretary of
the Department of Health and Human
Services (the Secretary) and the
Administrator of the Centers for
Medicare & Medicaid Services (CMS)
(the Administrator) concerning the
clinical integrity of the APC groups and
their associated weights. The advice
provided by the Panel will be
considered as CMS prepares its annual
updates of the hospital Outpatient
Prospective Payment System (OPPS)
through rulemaking.

The panel was recently rechartered
for a 2-year period through November
21, 2006.

Nominations: Nominations will be
considered if received no later than May
9, 2005. Mail or deliver nominations to
the following address: CMS; Attn: Shirl
Ackerman-Ross, Designated Federal
Officer (DFO), Advisory Panel on APC
Groups; Center for Medicare
Management (CMM), Hospital &
Ambulatory Policy Group (HAPG),
Division of Outpatient Care (DOC); 7500
Security Boulevard, Mail Stop C4—05—
17; Baltimore, MD 21244-1850.

Web site: For additional information
on the APC Panel and updates to the

Panel’s activities, search our Web site at:
http://www.cms.hhs.gov/faca/apc/
default.asp.

Advisory Committees’ Information
Lines: You may also refer to the CMS
Advisory Committee Information
Hotlines at 1-877—-449-5659 (toll-free)
or 410-786-9379 (local) for additional
information.

FOR FURTHER INFORMATION CONTACT:
Persons wishing to nominate
individuals to serve on the Panel or to
obtain further information can also
contact Shirl Ackerman-Ross, the DFO,
at APCPanel@cms.hhs.gov or call 410—
786—4474. News media representatives
should contact the CMS Press Office at
202-690-6145.

SUPPLEMENTARY INFORMATION:
I. Background

The Secretary is required by section
1833(t)(9)(A) of the Social Security Act
(the Act), as amended and redesignated
by sections 201(h) and 202(a)(2) of the
Medicare, Medicaid, and SCHIP
Balanced Budget Refinement Act of
1999 (BBRA) (Pub. L. 106-113),
respectively, to establish and consult
with an expert, outside advisory panel
on Ambulatory Payment Classification
(APC) groups.

The Panel meets up to three times
annually to review the APC groups and
to provide technical advice to the
Secretary and the Administrator
concerning the clinical integrity of the
groups and their associated weights.
CMS considers the technical advice
provided by the Panel as we prepare the
proposed rule that proposes changes to
the OPPS for the next calendar year.

The Panel may consist of up to 15
representatives who are full-time
employees (not consultants) of Medicare
providers, which are subject to the
OPPS, and a Chair.

The Administrator selects the Panel
membership based upon either self-
nominations or nominations submitted
by providers or interested organizations.

The current Panel members are: (The
asterisk [*] indicates a Panel member
whose term expires on March 31, 2005.)

e E.L. Hambrick, M.D., ].D., a CMS
Medical Officer

e Marilyn K. Bedell, M.S., R.N,,
O.C.N.

e Albert Brooks Einstein, Jr., M.D.

e Lee H. Hilborne, M.D.*

e Stephen T. House, M.D.*

e Kathleen P. Kinslow, C.R.N.A.,
Ed.D.*

Mike Metro, R.N.*

Sandra J. Metzler, M.B.A., R H.I.A.
Gerald V. Naccarelli, M.D.*

Frank G. Opelka, M.D.

Louis Potters, M.D.

e Lou Ann Schraffenberger, M.B.A.,
R.H.IA.

¢ Judie S. Snipes, R.N.,, M.B.A,,
C.H.E.

e Lynn R. Tomascik, R.N., M.S.N.,
C.N.AA.

e Timothy Gene Tyler, Pharm.D.

e William A. Van Decker, M.D., J.D.*

Panel members serve without
compensation, according to an advance
written agreement; however, travel,
meals, lodging, and related expenses are
reimbursed in accordance with standard
Government travel regulations. CMS has
a special interest for ensuring that
women, minorities, and the physically
challenged are adequately represented
on the Panel. CMS further encourages
nominations of qualified candidates
from those groups.

The Secretary, or his designee,
appoints new members to the Panel
from among those candidates
determined to have the required
expertise. New appointments are made
in a manner that ensures a balanced
membership.

II. Criteria for Nominees

All nominees must have technical
expertise that enables them to
participate fully in the work of the
Panel. Such expertise encompasses
hospital payment systems, hospital
medical-care delivery systems,
outpatient payment requirements,
Ambulatory Payment Classification
(APC) Groups, Physicians’ Current
Procedural Terminology Codes (CPTs),
the use and payment of drugs and
medical devices in the outpatient
setting, and other forms of relevant
expertise.

It is not necessary for a nominee to
possess expertise in all of the areas
listed, but each must have a minimum
of 5 years experience and currently be
employed full-time in his or her area of
expertise. Members of the Panel serve
overlapping 2, 3, and 4-year terms,
contingent upon the rechartering of the
Panel.

Any interested person may nominate
one or more qualified individuals. Self-
nominations will also be accepted. Each
nomination must include a letter of
nomination, the curriculum vita of the
nominee, and a statement from the
nominee that the nominee is willing to
serve on the Panel under the conditions
described in this notice and further
specified in the Charter.

III. Copies of the Charter

To obtain a copy of the Panel’s
Charter, submit a written request to the
DFO at the address provided or by e-
mail at APCPanel@cms.hhs.gov, or call
her at 410-786—4474. Copies of the
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Charter are also available on the Internet
at http://www.cms.hhs.gov/faca.

Authority: Section 1833(t)(9)(A) of the Act
(42 U.S.C. 13951(t)(9)(A). The Panel is
governed by the provisions of Pub. L. 92-463,
as amended (5 U.S.C. Appendix 2).

(Catalog of Federal Domestic Assistance
Program No. 93.774, Medicare-
Supplementary Medical Insurance Program)

Dated: March 31, 2005.
Mark B. McClellan,

Administrator, Centers for Medicare &
Medicaid Services.

[FR Doc. 05-6862 Filed 4—7—-05; 8:45 am|
BILLING CODE 4120-03-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration
[Docket No. 2005N-0564]

Agency Information Collection
Activities; Submission for Office of
Management and Budget Review;
Comment Request; Temporary
Marketing Permit Applications

AGENCY: Food and Drug Administration,
HHS.
ACTION: Notice.

SUMMARY: The Food and Drug
Administration (FDA) is announcing
that a proposed collection of
information has been submitted to the
Office of Management and Budget

(OMB) for review and clearance under
the Paperwork Reduction Act of 1995.
DATES: Fax written comments on the
collection of information by May 9,
2005.

ADDRESSES: OMB is still experiencing
significant delays in the regular mail,
including first class and express mail,
and messenger deliveries are not being
accepted. To ensure that comments on
the information collection are received,
OMB recommends that comments be
faxed to the Office of Information and
Regulatory Affairs, OMB, Attn: Fumie
Yokota, Desk Officer for FDA, FAX:
202-395-6974.

FOR FURTHER INFORMATION CONTACT:
Peggy Robbins, Office of Management
Programs (HFA-250), Food and Drug
Administration, 5600 Fishers Lane,
Rockville, MD 20857, 301-827—-1223.
SUPPLEMENTARY INFORMATION: In
compliance with 44 U.S.C. 3507, FDA
has submitted the following proposed
collection of information to OMB for
review and clearance.

Temporary Marketing Permit
Applications—21 CFR 130.17(c) and (i)
(OMB Control Number 0910-0133)—
Extension

Section 401 of the Federal Food, Drug,
and Cosmetic Act (the act) (21 U.S.C.
341), directs FDA to issue regulations

fair dealing in the interest of consumers
* * x> Under section 403(g) of the act
(21 U.S.C. 343(g)), a food that is subject
to a definition and standard of identity
prescribed by regulation is misbranded
if it does not conform to such definition
and standard of identity. Section 130.17
(21 CFR 130.17) provides for the
issuance by FDA of temporary
marketing permits that enable the food
industry to test consumer acceptance
and measure the technological and
commercial feasibility in interstate
commerce of experimental packs of food
that deviate from applicable definitions
and standards of identity. Section
130.17(c) enables the agency to monitor
the manufacture, labeling, and
distribution of experimental packs of
food that deviate from applicable
definitions and standards of identity.
The information so obtained can be
used in support of a petition to establish
or amend the applicable definition or
standard of identity to provide for the
variations. Section 130.17(i) specifies
the information that a firm must submit
to FDA to obtain an extension of a
temporary marketing permit.

In the Federal Register of January 13,
2005 (70 FR 2411), FDA published a 60-
day notice requesting public comment
on the information collection

establishing definitions and standards of Provisions. No comments were received.

identity for food “[w]henever * * *
such action will promote honesty and

FDA estimates the burden of the
collection of information as follows:

TABLE 1.—ESTIMATED ANNUAL REPORTING BURDEN!

21 GFR secton Number o Respond- | Annual Frequency per | Telt Annual | Hours per | otal nours
130.17(c) 3 2 6 25 150
130.17(j) 4 2 8 2 16
Total 166

1There are no capital costs or operating and maintenance costs associated with this collection of information.

The estimated number of temporary
marketing permit applications and
hours per response is an average based
on the agency’s experience with
applications received October 1, 2001,
through September 30, 2004, and
information from firms that have
submitted recent requests for temporary
marketing permits.

Dated: April 1, 2005.
Jeffrey Shuren,
Assistant Commissioner for Policy.
[FR Doc. 05-7021 Filed 4-7-05; 8:45 am]
BILLING CODE 4160-01-S

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration
[Docket No. 2004N-0565]

Agency Information Collection
Activities; Submission for Office of
Managment and Budget Review;
Comment Request; State Petitions for
Exemption From Preemption

AGENCY: Food and Drug Administration,
HHS.

ACTION: Notice.

SUMMARY: The Food and Drug
Administration (FDA) is announcing

that a proposed collection of
information has been submitted to the
Office of Management and Budget
(OMB) for review and clearance under
the Paperwork Reduction Act of 1995.

DATES: Fax written comments on the
collection of information by May 9,
2005.

ADDRESSES: OMB is still experiencing
significant delays in the regular mail,
including first class and express mail,
and messenger deliveries are not being
accepted. To ensure that comments on
the information collection are received,
OMB recommends that comments be
faxed to the Office of Information and
Regulatory Affairs, OMB, Attn: Fumie
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Yokota, Desk Officer for FDA, FAX:
202-395-6974.

FOR FURTHER INFORMATION CONTACT:
Peggy Robbins, Office of Management
Programs (HFA-250), Food and Drug
Administration, 5600 Fishers Lane,
Rockville, MD 20857, 301-827—-1223.

SUPPLEMENTARY INFORMATION: In
compliance with 44 U.S.C. 3507, FDA
has submitted the following proposed
collection of information to OMB for
review and clearance.

State Petitions for Exemption From
Preemption—21 CFR 100.1(d) (OMB
Control Number 0910-0277)—Extension

Under section 403A(b) of the Federal
Food, Drug, and Cosmetic Act (the act)
(21 U.S.C. 343-1(b)), States may petition
FDA for exemption from Federal

preemption of State food labeling and
standard-of-identity requirements.
Section 100.1(d) (21 CFR 100.1(d)) sets
forth the information a State is required
to submit in such a petition. The
information required under § 100.1(d)
enables FDA to determine whether the
State food labeling or standard-of-
identity requirement satisfies the
criteria of section 403A(b) of the act for
granting exemption from Federal
preemption.

In the Federal Register of January 13,
2005 (70 FR 2412), FDA published a 60-
day notice requesting public comment
on the information collection
provisions. One comment was received.
The comment expresses concern that it
is unnecessary for FDA to maintain a
“program” whereby States may petition
the FDA to request exemption from

preemption because States are not
asking for exemptions. The comment
asserts that the “program’ wastes
taxpayer dollars and suggests that FDA
abolish it.

Under section 403A(b) of the act,
States may petition FDA for exemption
from Federal preemption of State food
labeling and standard-of-identity
requirements. FDA’s regulations at
§100.1(d), the subject matter of this
information collection, set forth the
information a State is required to submit
in such a petition. Section 100.1(d)
implements a statutory information
collection requirement. Therefore, FDA
cannot abolish the regulations unless
the statute is changed.

FDA estimates the burden of the
collection of information as follows:

TABLE 1.—ESTIMATED ANNUAL REPORTING BURDEN!

Annual Frequency per Total Annual Hours per
21 CFR Section No. of Respondents Response Responses Response Total Hours
100.1(d) 1 1 1 40 40

1There are no capital costs or operating and maintenance costs associated with this collection of information.

The reporting burden for § 100.1(d) is
insignificant because petitions for
exemption from preemption are seldom
submitted by States. In the last 3 years,
FDA has not received any new petitions;
therefore, the agency estimates that one
or fewer petitions will be submitted
annually. Because § 100.1(d)
implements a statutory information
collection requirement, only the
additional burden attributable to the
regulation has been included in the
estimate. Although FDA believes that
the burden will be insignificant, the
agency believes these information
collection provisions should be
extended to provide for the potential
future need of a State or local
government to petition for an exemption
from preemption under the provisions
of section 403(A) of the act.

Dated: April 1, 2005.
Jeffrey Shuren,
Assistant Commissioner for Policy.
[FR Doc. 05-7022 Filed 4-7-05; 8:45 am|
BILLING CODE 4160-01-S

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

[Docket No. 2004N-0541]

Agency Information Collection
Activities; Submission for Office of
Management and Budget Review;
Comment Request; Exports:
Notification and Recordkeeping
Requirements

AGENCY: Food and Drug Administration,
HHS.

ACTION: Notice.

SUMMARY: The Food and Drug
Administration (FDA) is announcing
that a proposed collection of
information has been submitted to the
Office of Management and Budget
(OMB) for review and clearance under
the Paperwork Reduction Act of 1995.

DATES: Fax written comments on the
collection of information by May 9,
2005.

ADDRESSES: OMB is still experiencing
significant delays in the regular mail,
including first class and express mail,
and messenger deliveries are not being
accepted. To ensure that comments on
the information collection are received,
OMB recommends that written
comments be faxed to the Office of
Information and Regulatory Affairs,

OMB, Attn: Fumie Yokota, Desk Officer
for FDA, FAX: 202-395-6974.

FOR FURTHER INFORMATION CONTACT:
Jonna Capezzuto, Office of Management
Programs (HFA-250), Food and Drug
Administration, 5600 Fishers Lane,
Rockville, MD 20857, 301-827-4659.
SUPPLEMENTARY INFORMATION: In
compliance with 44 U.S.C. 3507, FDA
has submitted the following proposed
collection of information to OMB for
review and clearance.

Exports: Notification and
Recordkeeping Requirements—21 CFR
Part 1 (OMB Control Number 0910-
0482)—Extension

In the Federal Register of December
27,2004 (69 FR 77255), FDA published
a 60-day notice requesting public
comment on the information collection
provisions. No comments were received.

The total burden estimate of 43,214 is
based on the number of notifications
received by the relevant FDA centers in
fiscal year 2004, or the last year the
figures were available.

The respondents to this information
collection are exporters who have
notified FDA of their intent to export
unapproved products that may not be
sold or marketed in the United States as
allowed under section 801(e) of the
Federal Food, Drug, and Cosmetic Act
(the act) (21 U.S.C. 381). In general, the
notification identifies the product being
exported (e.g., name, description, and,
in some cases, country of destination)
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and specifies where the notification
should be sent. These notifications are
sent only for an initial export;
subsequent exports of the same product
to the same destination, or in the case
of certain countries identified in section

802(b) of the act (21 U.S.C. 382), would
not result in a notification to FDA.

The recordkeepers for this
information collection are exporters
who export human drugs, biologics,
devices, animal drugs, foods, and

cosmetics that may not be sold in the
United States to maintain records
demonstrating their compliance with
the requirements in section 801(e)(1) of
the act.

TABLE 1.—ESTIMATED ANNUAL REPORTING BURDEN!

No. of Total Annual Hours per
21 CFR Section Respondents Anpneurallqggz%lrﬁgcy Responses Respondent Total Hours
1.101(d) and (e) 419 2.8 1,164 17 19,788
1There are no capital costs or operating and maintenance costs associated with this collection of information.
TABLE 2.—ESTIMATED ANNUAL RECORDKEEPING BURDEN'
21 CFR Section Reco'\:ccj)k:é ers Annual Frequency Total Annual R;:%lﬁéig: I’er Total Hours
P per Record Records P
1.101(b) and (c) 324 2.8 901 26 23,426

1There are no capital costs or operating and maintenance costs associated with this collection of information.

Dated: April 1, 2005.
Jeffrey Shuren,
Assistant Commissioner for Policy.
[FR Doc. 05-7023 Filed 4-7-05; 8:45 am]
BILLING CODE 4160-01-S

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

[Docket No. 2005N-0124]

Agency Information Collection
Activities; Proposed Collection;
Comment Request; Guidance for
Industry: Notification of a Health Claim
or Nutrient Content Claim Based on an
Authoritative Statement of a Scientific
Body

AGENCY: Food and Drug Administration,
HHS.

ACTION: Notice.

SUMMARY: The Food and Drug
Administration (FDA) is announcing an
opportunity for public comment on the
proposed collection of certain
information by the agency. Under the
Paperwork Reduction Act of 1995 (the
PRA), Federal agencies are required to
publish a notice in the Federal Register
concerning each proposed collection of
information, including each proposed
extension of an existing collection of
information, and to allow 60 days for
public comment in response to the
notice. This notice solicits comments on
the collection of information associated
with the submission of notifications of
health claims or nutrient content claims
based on authoritative statements of

scientific bodies of the U.S.
Government.

DATES: Submit written or electronic
comments on the collection of
information by June 7, 2005.

ADDRESSES: Submit electronic
comments on the collection of
information to: http://www.fda.gov/
dockets/ecomments. Submit written
comments on the collection of
information to the Division of Dockets
Management (HFA-305), Food and Drug
Administration, 5630 Fishers Lane, rm
1061, Rockville, MD 20852. All
comments should be identified with the
docket number found in brackets in the
heading of this document.

FOR FURTHER INFORMATION CONTACT:
Peggy Robbins, Office of Management
Programs (HFA-250), Food and Drug
Administration, 5600 Fishers Lane,
Rockville, MD 20857, 301-827-1223.

SUPPLEMENTARY INFORMATION: Under the
PRA (44 U.S.C. 3501-3520), Federal
agencies must obtain approval from the
Office of Management and Budget
(OMB) for each collection of
information they conduct or sponsor.
“Collection of information” is defined
in 44 U.S.C. 3502(3) and 5 CFR
1320.3(c) and includes agency requests
or requirement that members of the
public submit reports, keep records, or
provide information to a third party.
Section 3506(c)(2)(A) of the PRA (44
U.S.C. 3506(c)(2)(A)) requires Federal
agencies to provide a 60-day notice in
the Federal Register concerning each
proposed collection of information,
including each proposed extension of an
existing collection of information,
before submitting the collection to OMB

for approval. To comply with this
requirement, FDA is publishing notice
of the proposed collection of
information set forth in this document.

With respect to the following
collection of information, FDA invites
comments on these topics: (1) Whether
the proposed collection of information
is necessary for the proper performance
of FDA’s functions, including whether
the information will have practical
utility; (2) the accuracy of FDA’s
estimate of the burden of the proposed
collection of information, including the
validity of the methodology and
assumptions used; (3) ways to enhance
the quality, utility, and clarity of the
information to be collected; and (4)
ways to minimize the burden of the
collection of information on
respondents, including through the use
of automated collection techniques,
when appropriate, and other forms of
information technology.

Guidance for Industry: Notification of a
Health Claim or Nutrient Content Claim
Based on an Authoritative Statement of
a Scientific Body (OMB Control
Number 0910-0374)—Extension

Section 403(r)(2)(G) and (r)(3)(C) of
the Federal Food, Drug and Cosmetic
Act (the act) (21 U.S.C. 343(r)(2)(G) and
(r)(3)(C)), as amended by the FDA
Modernization Act of 1997 (FDAMA),
provides that a food producer may
market a food product whose label bears
a nutrient content claim or a health
claim that is based on an authoritative
statement of a scientific body of the U.S.
Government or the National Academy of
Sciences. Under this section of the act,
a food producer that intends to use such
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a claim must submit a notification of its
intention to use the claim 120 days
before it begins marketing the product
bearing the claim. In the Federal
Register of June 11, 1998 (63 FR 32102),
FDA announced the availability of a
guidance entitled “Guidance for
Industry: Notification of a Health Claim
or Nutrient Content Claim Based on an
Authoritative Statement of a Scientific
Body.” The guidance provides the

agency’s interpretation of terms central
to the submission of a notification and
the agency’s views on the information
that should be included in the
notification. The agency believes that
the guidance will enable food producers
to meet the criteria for notifications that
are established in section 403(r)(2)(G)
and (r)(3)(C) of the act. In addition to the
information specifically required by the
act to be in such notifications, the

guidance states that the notifications
should also contain information on
analytical methodology for the nutrient
that is the subject of a claim based on

an authoritative statement. FDA intends
to review the notifications the agency
receives to ensure that they comply with
the criteria established by the act.

FDA estimates the burden of this
collection of information as follows:

TABLE 1.—ESTIMATED ANNUAL REPORTING BURDEN!

No. of Total Annual Hours per
: . No. of Responses
Section of the Act/Basis of Burden Respondents per Respondent Responses Response Total Hours
403(r)(2)(G) (nutrient content claims) 1 1 1 250 250
403(r)(3)(C) (health claims) 2 1 2 450 900
Guidance for notifications 3 1 3 1 3
Total 1,153

1There are no capital costs or operating and maintenance costs associated with this collection of information.

These estimates are based on FDA’s
experience with health claims, nutrient
content claims, and other similar
notification procedures that fall under
our jurisdiction. Because the claims are
based on an authoritative statement of
certain scientific bodies of the Federal
Government or the National Academy of
Sciences or one of its subdivisions, FDA
believes that the information submitted
with a notification will either be
provided as part of the authoritative
statement, or readily available as part of
the scientific literature to firms wishing
to make claims. Presentation of a
supporting bibliography and a brief
balanced account or analysis of this
literature should be fairly
straightforward.

Dated: April 1, 2005.
Jeffrey Shuren,
Assistant Commissioner for Policy.
[FR Doc. 05-7024 Filed 4—7—-05; 8:45 am]
BILLING CODE 4160-01-S

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration
[Docket No. 2005N—-0120]

Agency Information Collection
Activities; Proposed Collection;
Comment Request; Experimental
Study of Carbohydrate Content Claims
on Food Labels

AGENCY: Food and Drug Administration,
HHS.

ACTION: Notice.

SUMMARY: The Food and Drug
Administration (FDA) is announcing an
opportunity for public comment on the
proposed collection of certain
information by the agency. Under the
Paperwork Reduction Act of 1995 (the
PRA), Federal agencies are required to
publish notice in the Federal Register
concerning each proposed collection of
information and to allow 60 days for
public comment in response to the
notice. This notice solicits comments on
a consumer experimental study of
carbohydrate content claims on food
labels.

DATES: Submit written or electronic
comments on the collection of
information by June 7, 2005.
ADDRESSES: Submit electronic
comments to http://www.fda.gov/
dockets/ecomments. Submit written
comments on the collection of
information to the Division of Dockets
Management (HFA-305), Food and Drug
Administration, 5630 Fishers Lane, rm.
1061, Rockville, MD 20852. All
comments should be identified with the
docket number found in brackets in the
heading of this document.

FOR FURTHER INFORMATION CONTACT:
Peggy Robbins, Office of Management
Programs (HFA-250), Food and Drug
Administration, 5600 Fishers Lane,
Rockville, MD 20857, 301-827—1223.
SUPPLEMENTARY INFORMATION: Under the
PRA (44 U.S.C. 3501-3520), Federal
agencies must obtain approval from the
Office of Management and Budget
(OMB) for each collection of
information they conduct or sponsor.
“Collection of information” is defined

in 44 U.S.C. 3502(3) and 5 CFR
1320.3(c) and includes agency requests
or requirements that members of the
public submit reports, keep records, or
provide information to a third party.
Section 3506(c)(2)(A) of the PRA (44
U.S.C. 3506(c)(2)(A)) requires Federal
agencies to provide a 60-day notice in
the Federal Register concerning each
proposed collection of information
before submitting the collection to OMB
for approval. To comply with this
requirement, FDA is publishing notice
of the proposed collection of
information set forth in this document.

With respect to the following
collection of information, FDA invites
comments on these topics: (1) Whether
the proposed collection of information
is necessary for the proper performance
of FDA’s functions, including whether
the information will have practical
utility; (2) the accuracy of FDA’s
estimate of the burden of the proposed
collection of information, including the
validity of the methodology and
assumptions used; (3) ways to enhance
the quality, utility, and clarity of the
information to be collected; and (4)
ways to minimize the burden of the
collection of information on
respondents, including through the use
of automated collection techniques,
when appropriate, and other forms of
information technology.

Experimental Study of Carbohydrate
Content Claims on Food Labels

The authority for FDA to collect the
information for this experimental study
derives from the Commissioner of Food
and Drugs’ authority, as specified in
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section 903(d)(2) of the Federal Food,
Drug, and Cosmetic Act (the act) (21
U.S.C. 393(d)(2)).

The Nutrition Labeling and Education
Act of 1990 (Public Law 101-535)
amended the act. Section 403(r)(1)(A) of
the act (21 U.S.C. 343(r)(1)(A)) was
added under these amendments. This
section states that a food is misbranded
if it is a food intended for human
consumption which is offered for sale
and for which a claim is made on its
label or labeling that expressly or
implicitly characterizes the level of any
nutrient of the type required to be
declared as part of nutrition labeling,
unless such claim uses terms defined in
regulations by FDA under section
403(r)(2)(A) of the act.

In 1993, FDA published regulations
that implemented the 1990
amendments. Among these regulations,
§101.13 (21 CFR 101.13) sets forth
general principles for nutrient content
claims (see 56 FR 60421, November 27,
1991, and 58 FR 2302, January 6, 1993).
Other regulations in subpart D of part
101 (21 CFR part 101, subpart D) define
specific nutrient content claims, such as
“free,” “low,” “reduced,” “light,”
“good source,” “high,” and “more” for
different nutrients and calories, and
identify several synonyms for each of
the defined terms. In addition, § 101.69
establishes the procedures and
requirements for petitioning the agency
to authorize nutrient content claims.

The Food and Drug Administration
Modernization Act of 1997 (Public Law
105-115) amended section 403(r)(2) of
the act by adding sections 403(r)(2)(G)
and (r)(2)(H) to permit nutrient content
claims based on published authoritative
statements by a scientific body when
FDA is notified of such claims in
accordance with the requirements
established in these sections.

Current FDA regulations make no
provision for the use of nutrient content
claims that characterize the level of
carbohydrate in foods because FDA has
not defined, by regulation, terms for use
in such claims. FDA has been petitioned
to amend existing food labeling
regulations to define terms for use in
nutrient content claims characterizing
the level of carbohydrate in foods.

The purpose of this proposed data
collection is to help enhance FDA’s
understanding of consumer response to
carbohydrate content claims on food

labels. More specifically, this
experimental study will help answer the
following research questions:

1. Does the presence of a given front
panel carbohydrate content claim
suggest to consumers that the product is
lower or higher in total carbohydrate,
calories, and other nutrients (i.e., total
fat, fiber, and protein) than the same
product without the claim or with a
different claim?

2. Does the presence of a given front
panel carbohydrate content claim
suggest to consumers who do not view
the Nutrition Facts panel that the food
is healthier or otherwise more desirable
than the same product without the
claim or with a different claim?

3. Does the presence of a front panel
carbohydrate content claim suggest to
consumers that the product is healthier
than the same product without a claim
or with a different claim despite
information to the contrary available on
the Nutrition Facts panel?

4. Do disclosure statements help
consumers to draw appropriate
conclusions about products with
carbohydrate content claims on the front

anel?

The label claims that would be tested
in the proposed study include “carb-
free,” “low carb,” ““x g net carbs,”
“carbconscious,” “good source of carb,”
and “‘excellent source of carb.” The
study would also include control labels
(labels not bearing a claim). Where
relevant, this study would test
carbohydrate content claims with and
without the following disclosure
statements: (1) ‘‘see nutrition
information for fat content,” (2) “see
nutrition information for sugar content,”
and (3) “not a low calorie food.”

Participants would see mock food
label images for one of three products:
(1) A loaf of bread, (2) a can of soda, and
(3) a frozen entrée. Three products were
selected to understand whether
consumer perception of carbohydrate
content claims changes when the food is
a traditionally high-carbohydrate,
ubiquitous staple (bread), a beverage
(soda), or a complete meal (frozen
entrée).

Half of the participants would see
only a front panel with a carbohydrate
content claim or a control label not
bearing a claim. The other half of the
participants would see both the front
panel and the back panel, which

includes the Nutrition Facts
information. In the Nutrition Facts
panel for the bread and frozen entrée,
the calorie, fat, and fiber content would
vary to create more and less healthful
product profiles. Total carbohydrate
content would also vary. On the
Nutrition Facts panel for the soda, the
sugar content, and therefore total
carbohydrate content and calories,
would vary.

The proposed experimental study
would be conducted online via the
Internet. The sample would be drawn
from an existing consumer opinion
panel developed and maintained by the
research firm Synovate. Synovate’s
Internet panel consists of 600,000
households that have agreed to
participate in research studies
conducted through the Internet.

Panel members are recruited by a
variety of means designed to reflect all
segments of the population. They are
required to have a computer with
Internet access. Typical panel members
receive three or four invitations per
month to participate in research
projects. Periodically, Synovate gives
incentives of small monetary value to
panel members for their participation.
Studies begin with an e-mailed
invitation to the sampled respondents.

For this proposed study, Synovate’s
Internet panel would be screened for
diet status. Twenty-five percent of the
households in the Internet panel
(150,000 households) are expected to
respond to the screening questions.
Based on information gathered from the
screening process, a sample would be
drawn to allow for 2,500 participants in
each of 4 groups: (1) Diabetic
consumers, (2) consumers who try to eat
a diet low in carbohydrate (but who are
not diabetic), (3) consumers who try to
eat a diet high in carbohydrate, and (4)
consumers who are not part of any of
the preceding three groups. Assignment
to a condition would be random within
each of the four groups of consumers. Of
the members of the Internet panel who
respond to the screening questions and
are selected for the study (18,200 panel
members), 55 percent (10,000 panel
members) are expected to participate in
the experiment.

FDA estimates the burden of this
collection of information as follows:

TABLE 1.—ESTIMATED ANNUAL REPORTING BURDEN!

Activity

Respondents

No. of Annual Frequency

per Response

Total Annual
Responses

Hours per

Response Total Hours

Cognitive interviews

9 0.5 5
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TABLE 1.—ESTIMATED ANNUAL REPORTING BURDEN'—Continued
No. of Annual Frequency Total Annual Hours per
Activity Respondents per Response Responses Response Total Hours
Pretest 150 1 150 0.17 26
Screener 150,000 1 150,000 0.01 1,500
Experiment 10,000 1 10,000 0.12 1,200
Total 2,731

1There are no capital costs or operating and maintenance costs associated with this collection of information.

These estimates are based on FDA’s
experience with previous consumer
studies. The cognitive interviews are
designed to ensure that the questions
are worded as clearly as possible to
consumers. The cognitive interviews
would take each respondent 30 minutes
to complete. The pretest of the final
questionnaire is designed to minimize
potential problems in the administration
of the interviews. The pretest is
predicted to take each respondent
approximately 10 minutes to complete.

The screener would be sent via the
Internet to the entire 600,000 household
Internet panel, of which 25 percent
(150,000 households) are predicted to
respond. The brief screener is predicted
to take each respondent 36 seconds to
complete.

The experiment would be conducted
with 10,000 panel members. The
experiment is predicted to take each
respondent approximately 7 minutes to
complete.

Dated: April 1, 2005.
Jeffrey Shuren,
Assistant Commissioner for Policy.
[FR Doc. 05-7026 Filed 4—7-05; 8:45 am]
BILLING CODE 4160-01-S

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration
[Docket No. 2005N-0032]

Agency Information Collection
Activities; Submission for Office of
Management and Budget Review;
Comment Request; Food Canning
Establishment Registration, Process
Filing, and Recordkeeping for Acidified
Foods and Thermally Processed Low-
Acid Foods in Hermetically Sealed
Containers

AGENCY: Food and Drug Administration,
HHS.
ACTION: Notice.

SUMMARY: The Food and Drug
Administration (FDA) is announcing

that a proposed collection of
information has been submitted to the
Office of Management and Budget
(OMB) for review and clearance under
the Paperwork Reduction Act of 1995.
DATES: Fax written comments on the
collection of information by May 9,
2005.

ADDRESSES: OMB is still experiencing
significant delays in the regular mail,
including first class and express mail,
and messenger deliveries are not being
accepted. To ensure that comments on
the information collection are received,
OMB recommends that written
comments be faxed to the Office of
Information and Regulatory Affairs,
OMB, Attn: Fumie Yokota, Desk Officer
for FDA, FAX: 202-395-6974.

FOR FURTHER INFORMATION CONTACT:
Peggy Robbins, Office of Management
Programs (HFA-250), Food and Drug
Administration, 5600 Fishers Lane,
Rockville, MD 20857, 301-827-1223.
SUPPLEMENTARY INFORMATION: In
compliance with 44 U.S.C. 3507, FDA
has submitted the following proposed
collection of information to OMB for
review and clearance.

Food Canning Establishment
Registration, Process Filing, and
Recordkeeping for Acidified Foods and
Thermally Processed Low-Acid Foods
in Hermetically Sealed Containers
(OMB Control Number 0910-0037)—
Extension

Under the Federal Food, Drug, and
Cosmetic Act (the act), FDA is
authorized to prevent the interstate
distribution of food products that may
be injurious to health or that are
otherwise adulterated, as defined in
section 402 of the act (21 U.S.C. 342).
Under the authority granted to FDA by
section 404 of the act (21 U.S.C. 344),
FDA regulations require registration of
food processing establishments, filing of
process or other data, and maintenance
of processing and production records for
acidified foods and thermally processed
low-acid foods in hermetically sealed
containers. These requirements are

intended to ensure safe manufacturing,
processing, and packing procedures and
to permit FDA to verify that these
procedures are being followed.
Improperly processed low-acid foods
present life-threatening hazards if
contaminated with foodborne
microorganisms, especially Clostridium
botulinum. The spores of C. botulinum
must be destroyed or inhibited to avoid
production of the deadly toxin that
causes botulism. This is accomplished
with good manufacturing procedures,
which must include the use of adequate
heat processes or other means of
preservation.

To protect the public health, FDA
regulations require that each firm that
manufactures, processes, or packs
acidified foods or thermally processed
low-acid foods in hermetically sealed
containers for introduction into
interstate commerce register the
establishment with FDA using Form
FDA 2541 (§§108.25(c)(1) and
108.35(c)(2) (21 CFR 108.25(c)(1) and
108.35(c)(2))). In addition to registering
the plant, each firm is required to
provide data on the processes used to
produce these foods, using Form FDA
2541a for all methods except aseptic
processing, or Form FDA 2541c for
aseptic processing of low-acid foods in
hermetically sealed containers
(§§108.25(c)(2) and 108.35(c)(2)). Plant
registration and process filing may be
accomplished simultaneously. Process
data must be filed prior to packing any
new product, and operating processes
and procedures must be posted near the
processing equipment or made available
to the operator (§ 13.87(a) (21 CFR
113.87(a))).

Regulations in parts 108, 113, and 114
(21 CFR parts 108, 113, and 114) require
firms to maintain records showing
adherence to the substantive
requirements of the regulations. These
records must be made available to FDA
on request. Firms are also required to
document corrective actions when
process controls and procedures do not
fall within specified limits (§§113.89,
114.89, and 114.100(c)); to report any
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instance of potential health-endangering
spoilage, process deviation, or
contamination with microorganisms
where any lot of the food has entered
distribution in commerce (§§ 108.25(d)
and 108.35(d) and (e)); and to develop
and keep on file plans for recalling
products that may endanger the public

health (§§108.25(e) and 108.35(f)). To
permit lots to be traced after
distribution, acidified foods and
thermally processed low-acid foods in
hermetically sealed containers must be
marked with an identifying code
(§§113.60(c) (thermally processed
foods) and 114.80(b) (acidified foods)).

In the Federal Register of February 7,
2005 (70 FR 6445), FDA published a 60-
day notice requesting public comment
on the information collection
provisions. No comments were received.

FDA estimates the burden of the
collection of information as follows:

TABLE 1.—ESTIMATED ANNUAL REPORTING BURDEN!

No. of Annual Frequency | Total Annual Hours per
Form No. 21 CFR Section Respondents per Response Responses Response Total Hours
FDA 2541 (registration) 108.25 and 108.35 585 1 585 0.17 99
FDA 2541a (process filing) 108.25 and 108.35 1,778 9 16,002 0.333 5,329
FDA 2541(c) 108.35 124 10 1,240 0.75 930
Total 6,358
1There are no capital costs or operating and maintenance costs associated with this collection of information.
TABLE 2.—ESTIMATED ANNUAL RECORDKEEPING BURDEN!
No. of Annual Frequency Total Annual Hours per
21 CFR Part Recordkeepers per Record Records Recordkeeper Total Hours
Parts 113 and 114 7,915 1 7,915 250 1,978,750

1There are no capital costs or operating and maintenance costs associated with this collection of information.

The reporting burden for §§ 108.25(d)
and 108.35(d) and (e) is insignificant
because notification of spoilage, process
deviation, or contamination of product
in distribution occurs less than once a
year. Most firms discover these
problems before the product is
distributed and, therefore, are not
required to report the occurrence. To
avoid double-counting, estimates for
§§108.25(g) and 108.35(h) have not
been included because they merely
cross reference recordkeeping
requirements contained in parts 113 and
114.

There are approximately 7,915 food
processing establishments, both foreign
and domestic, registered as processors
of acidified foods or thermally
processed low-acid foods in
hermetically sealed containers. Four
FDA staff persons who are experienced
in actual food processing plant
operations and familiar with the
regulations reviewed the recordkeeping
procedures used by the industry.

Standardized timeframe requirements
for conducting the recordkeeping
procedures do not exist but it is
estimated to take 250 hours per
establishment to comply with the
recordkeeping requirements in parts
108, 113, and 114. This compares
satisfactorily when based upon
firsthand food processing plant
experience, individual estimates of the

timeframes, and the frequency of
recordkeeping.

Dated: April 1, 2005.
Jeffrey Shuren,
Assistant Commissioner for Policy.
[FR Doc. 05-7028 Filed 4—-7-05; 8:45 am]
BILLING CODE 4160-01-S

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Health Resources and Services
Administration

Agency Information Collection
Activities: Proposed Collection;
Comment Request

In compliance with the requirement
for opportunity for public comment on
proposed data collection projects
(section 3506(c)(2)(A) of title 44, United
States Code, as amended by the
Paperwork Reduction Act of 1995,
Public Law 104—-13), the Health
Resources and Services Administration
(HRSA) publishes periodic summaries
of proposed projects being developed
for submission to OMB under the
Paperwork Reduction Act of 1995. To
request more information on the
proposed project or to obtain a copy of
the data collection plans and draft
instruments, call the HRSA Reports
Clearance Officer at (301) 443-1129.

Comments are invited on: (a) Whether
the proposed collection of information
is necessary for the proper performance
of the functions of the Agency,
including whether the information shall
have practical utility; (b) the accuracy of
the Agency’s estimate of the burden of
the proposed collection of information;
(c) ways to enhance the quality, utility,
and clarity of the information to be
collected; and (d) ways to minimize the
burden of the collection of information
on respondents, including through the
use of automated collection techniques
or other forms of information
technology.

Proposed Project: Division of Perinatal
Systems and Women’s Health—Forms
for the Guidance for Healthy Start
Program Application and Other
Reports—New

The Application Guidance for grants
within the Division of Healthy Start and
Perinatal Services (DHSPS) is used
annually by all community based
Healthy Start organizations and agencies
applying for funding (either continued
or new), and in preparing the required
annual report. The guidance provides
guidelines to the organizations and
agencies on how to apply for Healthy
Start funds. Included in the guidance
are a number of data collection forms,
which are used annually by
organizations that have applied for and/
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or are receiving Healthy Start funding.
It is proposed that additional data be
collected and reported to provide
increased program information. The
completion of the new and existing
forms by all applicants has an estimated

overall burden of 500 hours, or
approximately five (5) hours per
respondent. The burden estimate for
this activity is based upon information
provided by current and past funded
Healthy Start grantees, as well as

previous experience in completing the
current forms.

The estimated response burden is as
follows:

Estimated Responses
Application and annual report number of re- per respond- Eg{dr‘zgp%orgg TOt%IO?er’gden
spondents ent
Community Based Organizations and AgeNCIies ..........cccoerverireenereeneneeneens 100 1 5 500

Send comments to Susan G. Queen,
Ph.D., HRSA Reports Clearance Officer,
Room 10-33, Parklawn Building, 5600
Fishers Lane, Rockville, MD 20857.
Written comments should be received
within 60 days of notice.

Dated: April 1, 2005.
Tina M. Cheatham,

Director, Division of Policy Review and
Coordination.

[FR Doc. 05-7018 Filed 4-7-05; 8:45 am]
BILLING CODE 4165-15-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Health Resources and Services
Administration

HHS Approval of Professional
Organizations and States’ Standards
for Certification

AGENCY: Health Resources and Services
Administration, HHS.

ACTION: Solicitation of comments.

SUMMARY: The Health Resources and
Services Administration’s (HRSA)
Healthcare Systems Bureau, Division of
Healthcare Preparedness Poison Control
Program, provides supplemental
funding to Poison Control Centers
(PCCs) across the United States,
promotes universal access to PCC
services, and encourages the
enhancement and improvement of
poison education, prevention, and
treatment. To receive funding from
HRSA, PCCs must meet certain
certification requirements. The purpose
of this solicitation of comments is to
assist HRSA in establishing criteria/
guidelines to approve professional
organizations and State governments’
certification standards for PCCs.

DATES: To be considered, written
comments should be postmarked no
later than June 7, 2005.

ADDRESSES: Please send all comments to
HRSA'’s Division of Healthcare

Preparedness, Healthcare Systems
Bureau, Attention: Maxine Jones, Room

13-103, Parklawn Building, 5600
Fishers Lane, Rockville, MD 20857.

FOR FURTHER INFORMATION CONTACT:
Maxine Jones, HRSA, HSB, Division of
Healthcare Preparedness, (301) 443—
6192, fax (301) 443-4922, or e-mail
mjones@hrsa.gov.

SUPPLEMENTARY INFORMATION:
Background

In February 2000, Congress enacted
the Poison Control Center Enhancement
and Awareness Act, Pub. L. No. 106—
174. This Act authorized funding to
establish a national toll-free number to
access Poison Control Center (PCC)
services, a nationwide poison
prevention media campaign, and a grant
program to achieve financial stability of
PCCs. In addition, the Act directed the
Secretary of HHS to: (1) Develop
standard education programs; (2)
develop standard patient management
protocols for commonly encountered
exposures; (3) improve and expand the
poison control data collection systems;
(4) improve national toxic exposure
surveillance, and (5) expand the
physician/medical toxicologist
supervision of PCCs. This Act was
amended by Public Law 108—194, the
Poison Control Enhancement and
Awareness Act Amendments of 2003,
which directs the Secretary of HHS to
improve the capacity of poison control
centers to answer high volumes of calls
during times of national crisis, in
addition to the activities listed in the
original Act.

The grant program that was
established provides funding for
financial stabilization, certification, and
incentive grants. Financial stabilization
grants assist with financial stabilization
and the improvement of services in
PCCs that already meet American
Association of Poison Control Centers
(AAPCC) certification standards.
Certification grants assist uncertified
centers in efforts to attain certification
status in addition to promoting
enhancement of services. Incentive
grants are awarded to PCCs that are
working collaboratively and

innovatively to improve poison control
systems and services.

In general, PCCs must meet the
certification requirements listed in
Public Law 108-194 sec. 1273(c) to
receive funding from HRSA. One way
PCCs can fulfill this requirement is if
the PCC “has been certified by a
professional organization in the field of
poison control, and the Secretary has
approved the organization as having in
effect standards for certification that
reasonably provide for the protection of
the public health with respect to
poisoning.” The second way PCCs can
fulfill this requirement is if the PCC
“has been certified by a State
government, and the Secretary has
approved the State government as
having in effect standards for
certification that reasonably provide for
the protection of the public health with
respect to poisoning.” (Pub. L. No. 108—
194 sec. 1273(c)).

Solicitation of Comments

The HRSA is seeking public input
regarding guidelines by which the
Secretary shall approve professional
organizations and State governments as
having in effect standards for PCC
certification. Respondents are asked to
submit recommended guidelines for
approving professional organizations
and State governments’ standards for
certification, per Public Law 108-194
sec. 1273(c).

Written comments should be limited
to no more than 10 double-spaced pages
or 5 single-spaced pages and should
contain the name, address, telephone,
and fax numbers, and any
organizational affiliation of the persons
providing written comments.
Respondents may be contacted by the
Poison Control Program, HRSA, to
answer questions regarding their
submitted comments. We are
particularly interested in comments
which address but are not limited to the
following issues:

1. Modeling the guidelines after
certification requirements that are
currently being used to certify PCCs;
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2. Elements of approval that the
guidelines should include and
justification of the elements;

3. Guidelines applying to all State
governments;

4. Guidelines applying to all
professional organizations; and

5. Inclusion of re-certification as an
element of certification.

Dated: March 31, 2005.
Elizabeth M. Duke,
Administrator.
[FR Doc. 05-7017 Filed 4—7—-05; 8:45 am)]
BILLING CODE 4165-15-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

National Toxicology Program (NTP);
NTP Interagency Center for the
Evaluation of Alternative Toxicological
Methods (NICEATM); Ocular Toxicity
Scientific Symposia: Mechanisms of
Chemically-Induced Ocular Injury and
Recovery and Minimizing Pain and
Distress in Ocular Toxicity Testing

AGENCY: National Institute of
Environmental Health Sciences
(NIEHS), National Institutes of Health
(NIH).

ACTION: Meeting announcement.

SUMMARY: The Interagency Coordinating
Committee on the Validation of
Alternative Methods (ICCVAM) and the
NICEATM announce two upcoming
scientific symposia entitled,
“Mechanisms of Chemically-Induced
Ocular Injury and Recovery” and
“Minimizing Pain and Distress in
Ocular Toxicity Testing.”

DATES: The first symposium,
“Mechanisms of Chemically-Induced
Ocular Injury and Recovery,” will be
held on May 11 and 12, 2005. The
second symposium, “Minimizing Pain
and Distress in Ocular Toxicity
Testing,” will be held on May 13, 2005.
In order to facilitate planning for this
meeting, persons wishing to attend the
symposia are asked to register via the
ICCVAM/NICEATM Web site (http://
iccvam.niehs.nih.gov) by May 2, 2005.
ADDRESSES: Both symposia will be held
at the National Institutes of Health,
Natcher Conference Center, 45 Center
Drive, Bethesda, MD, 20892. An
updated agenda and other information
will be available on the NICEATM/
ICCVAM Web site (http://
iccvam.niehs.nih.gov) and can also be
obtained from NICEATM (see FOR
FURTHER INFORMATION CONTACT below).
FOR FURTHER INFORMATION CONTACT: All
correspondence should be submitted to
the Director of NICEATM (Dr. William

S. Stokes, NICEATM, NIEHS, P.O. Box
12233, MD EC-17, Research Triangle
Park, NG, 27709, (phone) 919-541—
2384, (fax) 919-541-0947, (e-mail)
niceatm@niehs.nih.gov. Courier address:
NICEATM, 79 T.W. Alexander Drive,
Building 4401, Room 3128, Research
Triangle Park, NC 27709.

SUPPLEMENTARY INFORMATION:
Background

The symposium, ‘“Mechanisms of
Chemically-Induced Ocular Injury and
Recovery,” will review the state-of-the-
science and understanding of the
pathophysiology and mechanisms of
chemically-induced ocular injury and
recovery (reversibility vs.
irreversibility). The symposium will
seek to identify research needed to
address current knowledge gaps and
that will advance the development and
validation of test systems for regulatory
testing that provide for protection of
human health while reducing, refining
(less pain and distress), and/or replacing
the use of animals.

The symposium, ‘“Minimizing Pain
and Distress in Ocular Toxicity
Testing,” will review current
understanding of the sources and
mechanisms of pain and distress in
ocular toxicity testing; identify current
best practices for preventing,
recognizing, and alleviating ocular pain
and distress; and identify additional
research, development, and validation
studies necessary to support
scientifically valid ocular testing
procedures that avoid pain and distress.

Preliminary Agenda

Mechanisms of Chemically-Induced
Ocular Injury and Recovery, May 11 and
12, 2005, National Institutes of Health,
Natcher Conference Center, Room E1/
E2, 45 Center Drive, Bethesda, MD
20892 (A photo ID is required to access
the NIH campus).

Day 1 Wednesday, May 11, 2005

8:30 a.m.
e Welcome and Introduction of
Symposium Objectives

e Session 1—Overview of Recent
Initiatives

e Session 2—Current Ocular Injury
and Toxicity Assessments

e Session 3—Mechanisms and
Biomarkers of Ocular Injury and
Recovery

e Discussion
5 p.m.
Adjourn Day 1

Day 2 Thursday, May 12, 2005
8:30 a.m.

e Session 4—In Vitro Models of
Ocular Injury and Recovery

¢ Discussion

e Session 5—In Vivo Quantitative
Objective Endpoints to Support
Development and Validation of
Predictive In Vitro Models

¢ Discussion

e Summary of Symposium
Discussions

5 p.m.

Adjourn Meeting

Minimizing Pain and Distress in
Ocular Toxicity Testing, May 13, 2005,
National Institutes of Health, Natcher
Conference Center, Balcony B, 45 Center
Drive, Bethesda, MD 20892 (A photo ID
is required to access the NIH campus).

8:30 a.m.

e Welcome and Introduction of
Symposium Objectives

e Session 1—Recognition and
Sources of Pain in Ocular Injuries and
Safety Testing

¢ Discussion: Clinical Signs, Lesions
and Other Biomarkers of Pain and
Distress in Animals

e Session 2—Alleviation and
Avoidance of Ocular Injury and Pain

e Discussion

e Session 3—Biomarkers that Can
Serve as Earlier Humane Endpoints for
Ocular Studies

e Discussion

¢ Closing Remarks

5 p.m.
Adjourn Meeting
Attendance and Registration

The symposia will be held on May
11-13, 2005, from 8:30 a.m. until
adjournment and are open to the public
with attendance limited only by the
space available. Individuals who plan to
attend are strongly encouraged to
register with NICEATM via the
NICEATM/ICCVAM Web site (http://
iccvam.niehs.nih.gov) by May 2, 2005. A
map of the NIH campus, including
visitor parking, is available at http://
www.nih.gov/about/visitor/
index.htmidirections. Please note that a
photo ID is required to access the NIH
campus. Persons needing special
assistance, such as sign language
interpretation or other reasonable
accommodation in order to attend, are
asked to notify NICEATM at least 7
business days in advance of the meeting
(see FOR FURTHER INFORMATION CONTACT
above).
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Availability of Meeting Materials

An updated agenda and other
additional information will be available
on the ICCVAM Web site and upon
request from NICEATM (see FOR
FURTHER INFORMATION CONTACT above).
Those persons who register by the
deadline will be provided with
materials for the meeting upon on-site
check-in at the meeting.

Background Information on ICCVAM
and NICEATM

ICCVAM is an interagency committee
composed of representatives from 15
Federal regulatory and research agencies
that use or generate toxicological
information. ICCVAM conducts
technical evaluations of new, revised,
and alternative methods with regulatory
applicability, and promotes the
scientific validation and regulatory
acceptance of toxicological test methods
that more accurately assess the safety
and hazards of chemicals and products
while refining (less pain and distress),
reducing, and replacing animal use. The
ICCVAM Authorization Act of 2000
(Pub. L. 106-545, available at http://
iccvam.niehs.nih.gov/about/
PL106545.htm) establishes ICCVAM as a
permanent interagency committee of the
NIEHS under the NICEATM. NICEATM
administers the ICCVAM and provides
scientific and operational support for
ICCVAM-related activities. NICEATM
and ICCVAM work collaboratively to
evaluate new, improved, and alternative
test methods applicable to the needs of
Federal agencies. Additional
information about ICCVAM and
NICEATM can be found at the following
Web site: http://iccvam.niehs.nih.gov.

Dated: March 31, 2005.

Kenneth Olden,

Director, National Toxicology Program.
[FR Doc. 05-7002 Filed 4-7-05; 8:45 am|]
BILLING CODE 4140-01-P

confidential trade secrets or commercial
property such as patentable material,
and personal information concerning
individuals associated with the grant
applications, the disclosure of which
would constitute a clearly unwarranted
invasion of personal privacy.

Name of Committee: National Library of
Medicine Special Emphasis Panel, R13’s
Conference Grants.

Date: May 4, 2005.

Time: 1 p.m. to 2:30 p.m.

Agenda: To review and evaluate grant
applications.

Place: National Library of Medicine, 6705
Rockledge Drive, Suite 301, Bethesda, MD
20817, (Telephone Conference Call).

Contact Person: Hua-Chuan SIM, MD,
Scientific Review Administrator, National
Library of Medicine, Extramural Programs,
6705 Rockledge Drive, Suite 301, Bethesda,
MD 20892.

(Catalogue of Federal Domestic Assistance
Program Nos. 93.879, Medical Library
Assistance, National Institutes of Health,
HHS)

Dated: March 31, 2005.
LaVerne Y. Stringfield,

Director, Office of Federal Advisory
Committee Policy.

[FR Doc. 05-7004 Filed 4-7-05; 8:45 am]
BILLING CODE 4140-01-M

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

National Institutes of Health

National Library of Medicine; Notice of
Closed Meeting

Pursuant to section 10(d) of the
Federal Advisory Committee Act, as
amended (5 U.S.C. Appendix 2), notice
is hereby given of the following
meeting.

The meeting will be closed to the
public in accordance with the
provisions set forth in sections
552b(c)(4) and 552b(c)(6), title 5 U.S.C.,
as amended. The grant applications and
the discussions could disclose

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

National Institutes of Health

Center for Scientific Review; Notice of
Closed Meetings

Pursuant to section 10(d) of the
Federal Advisory Committee Act, as
amended (5 U.S.C. Appendix 2), notice
is hereby given of the following
meetings.

The meetings will be closed to the
public in accordance with the
provisions set forth in sections
552b(c)(4) and 552b(c)(6), title 5 U.S.C.,
as amended. The grant applications and
the discussions could disclose
confidential trade secrets or commercial
property such as patentable material,
and personal information concerning
individuals associated with the grant
applications, the disclosure of which
would constitute a clearly unwarranted
invasion of personal privacy.

Name of Committee: Center for Scientific
Review Special Emphasis Panel, Abuse of
Painkillers.

Date: April 11, 2005.

Time: 10 a.m. to 11 a.m.

Agenda: To review and evaluate grant
applications.

Place: National Institutes of Health, 6701
Rockledge Drive, Bethesda, MD 20892,
(Telephone Conference Call).

Contact Person: Gayle M. Boyd, PhD,
Scientific Review Administrator, Center for
Scientific Review, National Institutes of
Health, 6701 Rockledge Drive, Room 3028-D
MSC 7759, Bethesda, MD 20892, 301—451—
9956, gboyd@mail.nih.gov.

This notice is being published less than 15
days prior to the meeting due to the timing
limitations imposed by the review and
funding cycle.

Name of Committee: Center for Scientific
Review Special Emphasis Panel, ELSI
Member Conflict SEP.

Date: April 14, 2005.

Time:11 a.m. to 1 p.m.

Agenda: To review and evaluate grant
applications.

Place: National Institutes of Health, 5636
Fishers Lane, Rockville, MD 20852,
(Telephone Conference Call).

Contact Person: Ken D. Nakamura, PhD,
Scientific Review Administrator, Scientific
Review Branch, National Human Genome
Research Institute, National Institutes of
Health, Bethesda, MD 20892, 301—-402—-0838.

This notice is being published less than 15
days prior to the meeting due to the timing
limitations imposed by the review and
funding cycle.

Name of Committee: Center for Scientific
Review Special Emphasis Panel, ZRG1
BDCN-C 90 S: Genetics and Sleep Disorders.

Date: April 19, 2005.

Time: 1 p.m. to 2 p.m.

Agenda: To review and evaluate grant
applications.

Place: National Institutes of Health, 6701
Rockledge Drive, Bethesda, MD 20892,
(Telephone Conference Call).

Contact Person: Jay Cinque, MS Scientific
Review Administrator, Center for Scientific
Review, National Institutes of Health, 6701
Rockledge Drive, Room 5186, MSC 7846,
Bethesda, MD 20892, 301-435-1252,
cinquej@csr.nih.gov.

This notice is being published less than 15
days prior to the meeting due to the timing
limitations imposed by the review and
funding cycle.

(Catalogue of Federal Domestic Assistance
Program Nos. 93.306, Comparative Medicine;
93.333, Clinical Research, 93.306, 93.333,
93.337, 93.393—-93.396, 93.837-93.844,
93.846-93.878, 93.892, 93.893, National
Institutes of Health, HHS)

Dated: March 31, 2005.
LaVerne Y. Stringfield,
Director, Office of Federal Advisory
Committee Policy.
[FR Doc. 05-7005 Filed 4—7—-05; 8:45 am]
BILLING CODE 4140-01-M

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

National Institutes of Health

Center for Scientific Review; Amended
Notice of Meeting

Notice is hereby given of a change in
the meeting of the Center for Scientific
Review Special Emphasis Panel, March
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28, 2005, 4 p.m. to March 28, 2005, 5
p-m., National Institutes of Health, 6701
Rockledge Drive, Bethesda, MD, 20892
which was published in the Federal
Register on March 1, 2005, 70 FR 9959—
9961.

The meeting will be held April 2005,
from 12 p.m. (noon) to 1 p.m. The
meeting location remains the same. The
meeting is closed to the public.

Dated: March 31, 2005.
LeVerne Y. Stringfield,

Director, Office of Federal Advisory
Committee Policy.

[FR Doc. 05-7006 Filed 4-7—-05; 8:45 am]
BILLING CODE 4140-01-M

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Substance Abuse and Mental Health
Services Administration

Fiscal Year (FY) 2005 Funding
Opportunity

AGENCY: Center for Mental Health
Services, Substance Abuse and Mental
Health Services Administration, HHS.
ACTION: Notice of intent to make
supplemental Minority Fellowship
Program awards to the American Nurses
Association (ANA), the American
Psychiatric Association (ApA), the
American Psychological Association
(APA), and the Council on Social Work
Education (CSWE).

SUMMARY: This notice is to inform the
public that the Substance Abuse and
Mental Health Services Administration
(SAMHSA), Center for Mental Health
Services (CMHS), intends to make
awards for up to two years to the
American Nurses Association (ANA),
the American Psychiatric Association
(ApA), the American Psychological
Association (APA), and the Council on
Social Work Education (CSWE). The
total funding available for these awards
is $630,000. This is not a formal request
for applications. Assistance will be
provided only to the aforementioned
organizations based on the receipt of
satisfactory applications that are
approved by an independent review
group.

Funding Opportunity Title: SM—05—
018.

Catalog of Federal Domestic
Assistance (CFDA) Number: 93.243.

Authority: Sections 509, 516 and 520A of
the Public Health Service Act, as amended.

Justification: SAMHSA'’s Center for
Mental Health Services (CMHS) intends
to award supplemental grants to the
American Nurses Association (ANA),
the American Psychiatric Association

(ApA), the American Psychological
Association (APA), and the Council on
Social Work Education (CSWE) to
expand/enhance grant activities funded
under the Minority Fellowship Program
(MFP) grant announcement (SM—04—
001). The goal of the MFP program is to
facilitate entry of ethnic minority
students into mental health and
substance abuse disorders careers and to
increase the number of psychology,
psychiatry, nursing and social work
professionals trained to teach,
administer, conduct services research,
and provide direct mental health/
substance abuse services to ethnic
minority populations. The lack of
trained ethnic minority professionals is
considered to be a significant factor in
the lack of access to utilization of
minority communities to appropriate
behavioral health and substance abuse
treatment and prevention services. The
amount of funds provided is not
sufficient to meet the demand for
stipends to qualified individuals. These
supplemental awards will increase the
number of ethnic minority students
provided stipends. Eligibility for this
funding is limited to the four
organizations that received funding
under the Minority Fellowship Program
in FY 2004 because these four
organizations currently have in place
the necessary infrastructure for the
outreach, recruitment, processing and
monitoring of applications from
students. This infrastructure allows the
supplemental funds to be used
primarily for stipends. Thus, this
limitation is the most cost-effective
approach for maximizing the number of
racial and ethnic minority students who
receive stipends for training in
underserved disciplines.

FOR FURTHER INFORMATION CONTACT: Paul
Wohlford, Ph.D., Substance Abuse and
Mental Health Services Administration,
CMHS, 1 Choke Cherry Road, Room 2—
1113, Rockville, MD 20857; telephone:
(240) 276-1759; E-mail:
paul.wohlford@samhsa.hhs.gov; or
Herbert Joseph, Ph.D., Substance Abuse
and Mental Health Services
Administration, CMHS, 1 Choke Cherry
Road, Room 2-1120, Rockville, MD
20857; telephone: (240) 276-1742; E-
mail: herbert.joseph@samhsa.hhs.gov.

Dated: April 1, 2005.
Daryl Kade,

Director, Office of Policy, Planning and
Budget, Substance Abuse and Mental Health
Services Administration.

[FR Doc. 05-7003 Filed 4-7-05; 8:45 am]
BILLING CODE 4162-20-P

DEPARTMENT OF HOMELAND
SECURITY

Federal Emergency Management
Agency

[FEMA-3206—EM]

Maine; Amendment No. 1 to Notice of
an Emergency Declaration

AGENCY: Federal Emergency
Management Agency, Emergency
Preparedness and Response Directorate,
Department of Homeland Security.

ACTION: Notice.

SUMMARY: This notice amends the notice
of an emergency declaration for the
State of Maine (FEMA-3206-EM), dated
March 14, 2005, and related
determinations.

DATES: Effective Date: April 1, 2005.

FOR FURTHER INFORMATION CONTACT:
Magda Ruiz, Recovery Division, Federal
Emergency Management Agency,
Washington, DC 20472, (202) 646—2705.

SUPPLEMENTARY INFORMATION: The notice
of an emergency declaration for the
State of Maine is hereby amended to
include the following areas among those
areas determined to have been adversely
affected by the catastrophe declared an
emergency by the President in his
declaration of March 14, 2005:

Kennebec and Washington Counties for
emergency protective measures (Category B)
under the Public Assistance program for a
period of 48 hours.

(Catalog of Federal Domestic Assistance No.
97.036, Disaster Assistance.)

Michael D. Brown,

Under Secretary, Emergency Preparedness
and Response, Department of Homeland
Security.

[FR Doc. 05-7010 Filed 4-7-05; 8:45 am]
BILLING CODE 9110-10-P

DEPARTMENT OF HOMELAND
SECURITY

Federal Emergency Management
Agency

[FEMA-3207—-EM]

New Hampshire; Emergency and
Related Determinations

AGENCY: Federal Emergency
Management Agency, Emergency
Preparedness and Response Directorate,
Department of Homeland Security.

ACTION: Notice.

SUMMARY: This is a notice of the
Presidential declaration of an
emergency for the State of New
Hampshire (FEMA-3207-EM), dated
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March 30, 2005, and related
determinations.

DATES: Effective Date: March 30, 2005.

FOR FURTHER INFORMATION CONTACT:
Magda Ruiz, Recovery Division, Federal
Emergency Management Agency,
Washington, DC 20472, (202) 646—2705.

SUPPLEMENTARY INFORMATION: Notice is
hereby given that, in a letter dated
March 30, 2005, the President declared
an emergency declaration under the
authority of the Robert T. Stafford
Disaster Relief and Emergency
Assistance Act, 42 U.S.C. 5121-5206
(the Stafford Act), as follows:

I have determined that the impact in
certain areas of the State of New Hampshire,
resulting from the record and/or near record
snow on January 22-23, 2005, is of sufficient
severity and magnitude to warrant an
emergency declaration under the Robert T.
Stafford Disaster Relief and Emergency
Assistance Act, 42 U.S.C. 5121-5206 (the
Stafford Act). Therefore, I declare that such
an emergency exists in the State of New
Hampshire.

In order to provide Federal assistance, you
are hereby authorized to allocate from funds
available for these purposes, such amounts as
you find necessary for Federal disaster
assistance and administrative expenses.

You are authorized to provide emergency
protective measures under the Public
Assistance program to save lives, protect
public health and safety, and property. Other
forms of assistance under Title V of the
Stafford Act may be added at a later date, as
you deem appropriate. You are further
authorized to provide this emergency
assistance in the affected areas for a period
of 48 hours. You may extend the period of
assistance, as warranted. This assistance
excludes regular time costs for sub-grantees’
regular employees. Assistance under this
emergency is authorized at 75 percent
Federal funding for eligible costs.

Further, you are authorized to make
changes to this declaration to the extent
allowable under the Stafford Act.

The Federal Emergency Management
Agency (FEMA) hereby gives notice that
pursuant to the authority vested in the
Under Secretary for Emergency
Preparedness and Response, Department
of Homeland Security, under Executive
Order 12148, as amended, James N.
Russo, of FEMA is appointed to act as
the Federal Coordinating Officer for this
declared emergency.

I do hereby determine the following
areas of the State of New Hampshire to
have been affected adversely by this
declared emergency:

The counties of Belknap, Carroll, Cheshire,
Grafton, Hillsborough, Merrimack,
Rockingham, Strafford, and Sullivan for
emergency protective measures (Category B)
under the Public Assistance program for a
period of 48 hours.

(Catalog of Federal Domestic Assistance No.
97.036, Disaster Assistance.)

Michael D. Brown,

Under Secretary, Emergency Preparedness
and Response, Department of Homeland
Security.

[FR Doc. 05-7008 Filed 4—7-05; 8:45 am]
BILLING CODE 9110-10-P

DEPARTMENT OF HOMELAND
SECURITY

Federal Emergency Management
Agency

[FEMA-3208—-EM]

New Hampshire; Emergency and
Related Determinations

AGENCY: Federal Emergency
Management Agency, Emergency
Preparedness and Response Directorate,
Department of Homeland Security.

ACTION: Notice.

SUMMARY: This is a notice of the
Presidential declaration of an
emergency for the State of New
Hampshire (FEMA-3208-EM), dated
March 30, 2005, and related
determinations.

DATES: Effective Date: March 30, 2005.
FOR FURTHER INFORMATION CONTACT:
Magda Ruiz, Recovery Division, Federal
Emergency Management Agency,
Washington, DC 20472, (202) 646—2705.

SUPPLEMENTARY INFORMATION: Notice is
hereby given that, in a letter dated
March 30, 2005, the President declared
an emergency declaration under the
authority of the Robert T. Stafford
Disaster Relief and Emergency
Assistance Act, 42 U.S.C. 5121-5206
(Stafford Act), as follows:

I have determined that the impact in
certain areas of the State of New Hampshire,
resulting from the record snow on February
10-11, 2005, is of sufficient severity and
magnitude to warrant an emergency
declaration under the Robert T. Stafford
Disaster Relief and Emergency Assistance
Act, 42 U.S.C. 5121-5206 (the Stafford Act).
Therefore, I declare that such an emergency
exists in the State of New Hampshire.

In order to provide Federal assistance, you
are hereby authorized to allocate from funds
available for these purposes, such amounts as
you find necessary for Federal disaster
assistance and administrative expenses.

You are authorized to provide emergency
protective measures under the Public
Assistance program to save lives, protect
public health and safety, and property. Other
forms of assistance under Title V of the
Stafford Act may be added at a later date, as
you deem appropriate. You are further
authorized to provide this emergency
assistance in the affected areas for a period
of 72 hours. You may extend the period of

assistance, as warranted. This assistance
excludes regular time costs for sub-grantees’
regular employees. Assistance under this
emergency is authorized at 75 percent
Federal funding for eligible costs.

Further, you are authorized to make
changes to this declaration to the extent
allowable under the Stafford Act.

The Federal Emergency Management
Agency (FEMA) hereby gives notice that
pursuant to the authority vested in the
Under Secretary for Emergency
Preparedness and Response, Department
of Homeland Security, under Executive
Order 12148, as amended, James N.
Russo, of FEMA is appointed to act as
the Federal Coordinating Officer for this
declared emergency.

I do hereby determine the following
areas of the State of New Hampshire to
have been affected adversely by this
declared emergency:

The counties of Carroll, Cheshire, Coos,
Grafton, and Sullivan for emergency
protective measures (Category B) under the
Public Assistance program for a period of 72
hours.

(Catalog of Federal Domestic Assistance No.
97.036, Disaster Assistance.)

Michael D. Brown,

Under Secretary, Emergency Preparedness
and Response, Department of Homeland
Security.

[FR Doc. 05-7009 Filed 4-7-05; 8:45 am|
BILLING CODE 9110-10-P

DEPARTMENT OF HOUSING AND
URBAN DEVELOPMENT

[Docket No. FR-4980-N—14]

Federal Property Suitable as Facilities
To Assist the Homeless

AGENCY: Office of the Assistant
Secretary for Community Planning and
Development, HUD.

ACTION: Notice.

SUMMARY: This Notice identifies
unutilized, underutilized, excess, and
surplus Federal property reviewed by
HUD for suitability for possible use to
assist the homeless.

EFFECTIVE DATE: April 8, 2005.

FOR FURTHER INFORMATION CONTACT:
Kathy Ezzell, Department of Housing
and Urban Development, Room 7262,
451 Seventh Street SW., Washington,
DC 20410; telephone (202) 708—1234;
TTY number for the hearing- and
speech-impaired (202) 708-2565, (these
telephone numbers are not toll-free), or
call the toll-free Title V information line
at 1-800-927-7588.

SUPPLEMENTARY INFORMATION: In
accordance with the December 12, 1988
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court order in National Coalition for the
Homeless v. Veterans Administration,
No. 88-2503-0G (D.D.C.), HUD
publishes a Notice, on a weekly basis,
identifying unutilized, underutilized,
excess and surplus Federal buildings
and real property that HUD has
reviewed for suitability for use to assist
the homeless. Today’s Notice is for the
purpose of announcing that no
additional properties have been
determined suitable or unsuitable this
week.

Dated: March 31, 2005.
Mark R. Johnston,
Director, Office of Special Needs Assistance
Programs.
[FR Doc. 05-6720 Filed 4-7-05; 8:45 am|]
BILLING CODE 4210-29-M

DEPARTMENT OF THE INTERIOR
Bureau of Indian Affairs

Indian Gaming

AGENCY: Bureau of Indian Affairs,
Interior.

ACTION: Notice of Approved Tribal-State
Compacts.

SUMMARY: This notice publishes
approval of the Tribal-State Compacts
between the State of Oklahoma and the
Muscogee (Creek) Nation and the
Cheyenne Arapaho Tribe.

EFFECTIVE DATE: April 8, 2005.

FOR FURTHER INFORMATION CONTACT:
George T. Skibine, Director, Office of
Indian Gaming Management, Office of
the Deputy Assistant Secretary—Policy
and Economic Development,
Washington, DC 20240, (202) 219—-4066.
SUPPLEMENTARY INFORMATION: Under
Section 11 of the Indian Gaming
Regulatory Act of 1988 (IGRA), Public
Law 100-497, 25 U.S.C. 2710, the
Secretary of the Interior shall publish in
the Federal Register notice of approved
Tribal-State compacts for the purpose of
engaging in Class III gaming activities
on Indian lands. These Compacts
authorize the Muscogee (Creek) Nation
and the Cheyenne Arapaho Tribe to
engage in certain Class III gaming
activities, provides for certain
geographical exclusivity, limits the
number of gaming machines at existing
racetracks, and prohibits non-tribal
operation of certain machines and
covered games.

Dated: March 25, 2005.
Michael D. Olsen,

Acting Principal Deputy Assistant Secretary—
Indian Affairs.

[FR Doc. 05-6986 Filed 4—-7-05; 8:45 am]
BILLING CODE 4310-4N-P

DEPARTMENT OF THE INTERIOR

Bureau of Land Management
[WO-350-1430-PF-24 1A]

Extension of Approved Information
Collection, OMB Control Number 1004—
0012

AGENCY: Bureau of Land Management,
Interior.

ACTION: Notice of request for comments.

SUMMARY: In accordance with the
Paperwork Reduction Act of 1995, the
Bureau of Land Management (BLM)
requests the Office of Management and
Budget (OMB) to extend an existing
approval to collect information from
States and local government agencies
and from qualified nonprofit
corporations and associations who
submit an Application for Land for
Recreation or Public Purposes (Form
No. 2740-1) to obtain public lands and
benefits for recreational and public
purposes. The BLM uses the
information to determine if an applicant
meets the requirements of the
Recreation and Public Purpose Act of
June 14, 1926.

DATES: You must submit your comments
to BLM at the address below on or
before June 7, 2005. BLM will not
necessarily consider any comments
received after the above date.

ADDRESSES: You may mail comments to:
Regulatory Affairs Group (WO-630),
Eastern States Office, 7450 Boston Blvd.,
Springfield, Virginia 22153.

You may send comments via Internet
to: WOComment@blm.gov. Please
include: “ATTN: 1004-0012" and your
name and address with your comments.

You may deliver comments to the
Bureau of Land Management,
Administrative Record, Room 401, 1620
L Street, NW., Washington, DC.

Comments will be available for public
review at the L Street address during
regular business hours (7:45 a.m. to 4:15
p.m.) Monday through Friday.

FURTHER INFORMATION CONTACT: You may
contact Alzata L. Ransom, Lands and
Realty Group, on (202) 452-7772
(Commercial or FTS). Persons who use
a telecommunication device for the deaf
(TDD) may call the Federal Information
Relay Service (FIRS) on 1-800-877—
8330, 24 hours a day, seven days a
week, to contact Ms. Ransom.
SUPPLEMENTARY INFORMATION: 5 CFR
1320.12(a) requires that we provide a
60-day notice in the Federal Register
concerning a collection of information
to solicit comments on:

(a) Whether the collection of
information is necessary for the proper

functioning of the agency, including
whether the information will have
practical utility;

(b) The accuracy of our estimates of
the information collection burden,
including the validity of the
methodology and assumptions we use;

(c) Ways to enhance the quality,
utility, and clarity of the information
collected; and

(d) Ways to minimize the information
collection burden on those who are to
respond, including the use of
appropriate automated, electronic,
mechanical, or other technological
collection techniques or other forms of
information technology.

The Recreation and Public Purpose
Act (R&PP) of June 14, 1926, as
amended (43 U.S.C. 869 et seq.),
authorizes the Secretary of the Interior
to lease or convey certain public lands
to States and local government agencies,
and to qualified nonprofit corporations
and associations for recreational and
public purposes under specified
conditions. The term “‘public purpose”
means providing facilities or services for
the benefit of the public in connection
with, but not limited to, public health,
safety, or welfare. We permit use of
lands or facilities for habitation,
cultivation, trade, or manufacturing
only when necessary for an integral to
the essential part of public purpose. 43
CFR part 2740 regulations provide
guidelines to lease or convey public
lands under the Act.

The Act applies to all public lands,
except lands within national forests,
national parks and monuments, national
wildlife refuges, Indian lands, and
acquired lands. We lease revested
Oregon and California Railroad grant
lands, and reconveyed Coos Bay Wagon
Road grant lands in western Oregon
only to State and Federal
instrumentalities, political subdivisions,
and to municipal corporations.

Lease periods may be for any length
of time, but must not exceed 20 years for
nonprofit entities and 25 years for
Federal, States and local governmental
entities. We issue leases subject to
appropriate environmental and legal
stipulations and leases must contain
provisions for compliance with:

(1) Nondiscrimination based on race,
color, sex, age, religion, or national
origin;

(2) An approved plan of management
and development upon which BLM
based the lease decision (we may cancel
a lease for nonuse or a use (without
prior BLM consent) other than for which
BLM issued the lease);

(3) The Federal Government may
reserve the standing timber, use of
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water, or place other limitations on the
use of natural resource; and

(4) Other reasonable stipulations we
may require as part of the consideration
for the moderate charge for land.

BLM issues patents under the Act that
convey a restricted title containing
provisions which, if not complied with,
may result in reversion of the title to the
United States. These provisions are:

(1) Nondiscrimination clauses
providing that the patentee may not
restrict or permit restriction on the use
of the lands conveyed or facilities
because of race, color, sex, age, religion,
or national origin;

(2) A provision that, if the patentee or
its successor in interest attempts to
transfer title or control over the land to
another or the land is devoted to a use
(without prior BLM consent) other than
for what it was conveyed, title will
revert to the United States;

(3) The patent must stipulate the
lands in perpetuity are used for the
purposes for which the lands are
acquired (the lease or patent may
stipulate that certain provisions of the
development plan, including the
management plan, may be subject to
review by the Secretary of the Interior
or his delegate); and

(4) All minerals are reserved to the
United States. After receiving the form,
the BLM will:

(1) Determine if the applicant’s
proposal conforms with land use
planning, review land status to
determine if the lands are subject to
application, and determine if the
application meets all requirements of
the law and regulations;

(2) Review the development and
management plans to determine
adequacy and effectiveness, and
evaluate the construction schedule and
estimated financing to ensure they are
realistic and practicable;

(3) Secure the views of other agencies
that have an interest in the lands,
including State and local planning and
zoning departments;

(4) Check for the presence of
unpatented mining claims (R&PP leases
and conveyances cannot be issued when
mineral claims are present) and, if
necessary to determine the validity of a
mining claim. The cost of the
determination will be the responsibility
of the applicant;

(5) Conduct a field examination and
other investigations to gather
information and data on the
environmental considerations and
proper classification of the lands;

(6) Publish a notice to solicit views
and comments from the public
concerning the proposal.

Based on past experience processing
these applications, BLM estimates the
public reporting burden for completing
and providing the information for Form
2740-1 is 40 hours. BLM estimates that
we receive approximately 20
applications annually, with a total
annual burden of 800 hours.

Any member of the public may
request and obtain, without charge, a
copy of the BLM Form No. 2730-1 by
contacting the person identified under
FOR FURTHER INFORMATION CONTACT.

BLM will summarize all responses to
this notice and include them in the
request for OMB approval. All
comments will become a matter of a
public record.

Dated: April 5, 2005.
Ian Senio,

Bureau of Land Management, Information
Collection Clearance Officer.

[FR Doc. 05-7068 Filed 4-7-05; 8:45 am]
BILLING CODE 4310-83-M

DEPARTMENT OF THE INTERIOR

Bureau of Land Management
[WO-320-1990-PB-24 1A]

Extension of Approved Information
Collection, OMB Control Number 1004—
0025

AGENCY: Bureau of Land Management,
Interior.

ACTION: Notice and request for
comments.

SUMMARY: In accordance with the
Paperwork Reduction Act of 1995, the
Bureau of Land Management (BLM)
requests the Office of Management and
Budget (OMB) to extend an existing
approval to collect information from all
owners of unpatented mining claims or
mill sites who desire to apply for a
mineral patent to their mining claim or
mill site. The BLM uses the information
to determine the right to a mineral
patent and to secure a settlement of all
disputes concerning the property in
order to issue the patent to the rightful
owner.

DATES: You must submit your comments
to BLM at the address below on or
before June 7, 2005. BLM will not
necessarily consider any comments
received after the above date.
ADDRESSES: You may mail comments to:
Regulatory Affairs Group (WO-630),
Eastern States Office, 7450 Boston Blvd.,
Springfield, Virginia 22153.

You may send comments via Internet
to: WOComment@blm.gov. Please
include “ATTN:1004—-0025"" and your
name and address with your comments.

You may deliver comments to the
Bureau of Land Management,
Administrative Record, Room 401, 1620
L Street, NW., Washington, DC.

Comments will be available for public
review at the L Street address during
regular business hours (7:45 a.m. to 4:15
p-m.) Monday through Friday.

FOR FURTHER INFORMATION CONTACT: You
may contact Roger A. Haskins, Solid
Minerals Group, on (202) 452—0355
(Commercial or FTS). Persons who use
a telecommunication device for the deaf
(TDD) may call the Federal Information
Relay Service (FIRS) on 1-800-877—
8330, 24 hours a day, seven days a
week, to contact Mr. Haskins.
SUPPLEMENTARY INFORMATION: 5 CFR
1320.12(a) require that we provide a 60-
day notice in the Federal Register
concerning a collection of information
to solicit comments on:

(a) Whether the collection of
information is necessary for the proper
functioning of the agency, including
whether the information will have
practical utility;

(b) The accuracy of our estimates of
the information collection burden,
including the validity of the
methodology and assumptions we use;

(c) Ways to enhance the quality,
utility, and clarity of the information
collected; and

(d) Ways to minimize the information
collection burden of those who are to
respond, including the use of
appropriate automated, electronic,
mechanical, or other technological
collection techniques or other forms of
information technology.

Under the General Mining Law (30
U.S.C. 29, 30, and 39), we grant the
opportunity to obtain legal title (patent)
to the land of those who explore for and
locate valuable mineral deposits on the
public domain lands. BLM implements
the patent process under regulations 43
CFR 3860. Under 43 CFR 3870, any rival
claimant with overlapping claims to the
land applied for or anyone challenging
BLM to issue the patent based on failure
to follow the law or regulations must
file with BLM certain required
statements and evidence supporting the
challenge or we will statutorily dismiss
the challenge. The implementing
regulations require a patent applicant to
provide the following information:

(1) Mineral survey application. Under
43 CFR Subpart 3861, the holder of a
claim must submit to BLM a mineral
survey for all lode claims, most mill
sites, and placer claims located upon
unsurveyed public lands, as a requisite
to apply for a patent. BLM uses Form
3860-5 to collect the mining claim or
site recording, chain-of-title, and
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geographic location information so that
we can authorize a Deputy U.S. Mineral
Surveyor to survey the claims or sites.

(2) Mineral patent application. Under
43 CFR 3862, 3863, and 3864, a mineral
patent applicant must file certain proofs
of ownership to demonstrate clear title
to the claim(s) or millsite(s), bonafide of
development, and the existence of a
commercial mineral deposit subject to
the General Mining Law of 1872, as
amended. BLM used Form 3860-2 for
title verification until Congress
implemented a moratorium on new
mineral patent applications.

Based on BLM’s experience
administering the General Mining Law,
we estimate the public reporting burden
to complete Form 3860-5 is one hour
and for adverse claims or protests it is
two hours. BLM estimates that we
receive 28 mineral survey applications
and 3 protests annually, with a total
annual burden of 62 hours. The
respondents are owners of unpatented
mining claims and mill sites upon the
public lands, reserved mineral lands of
the United States, National Forests, and
National Parks. The frequency of
response is once for each mineral
survey, each application for patent, and
each filing of a protest or adverse claim.
Since October 1, 1994, Congress passes
an annual moratorium which prevents
the BLM from processing mineral patent
applications unless the applications
were grandfathered under the initial
legislation. This moratorium does not
affect mineral surveys, contests, or
protests to existing mineral patent
applications.

Any member of the public may
request and obtain, without charge, a
copy of BLM Form 3860-5 by contacting
the person identified under FOR FURTHER
INFORMATION CONTACT.

BLM will summarize all responses to
this notice and include them in the
request for OMB approval. All
comments will become a matter of a
public record.

Dated: April 5, 2005.
Ian Senio,
Bureau of Land Management, Information
Collection Clearance Officer.
[FR Doc. 05-7069 Filed 4-7-05; 8:45 am]

BILLING CODE 4310-84-M

DEPARTMENT OF THE INTERIOR

Bureau of Land Management
[NV-040-04-5101-ER-F345; N-78803]

Notice of Intent To Prepare an
Environmental Impact Statement (EIS)
and Initiate the Public Scoping
Process

AGENCY: Bureau of Land Management,
Interior.

SUMMARY: Notice is hereby given that
the Bureau of Land Management (BLM),
Ely Field Office, will be directing the
preparation of an EIS and conducting
public scoping meetings for the
proposed Clark, Lincoln and White Pine
Counties Groundwater Development
Project.

DATES: The scoping comment period
will commence with the publication of
this notice and will end 60 days after its
publication. Comments on the scope of
the EIS, including concerns, issues, or
proposed alternatives that should be
considered in the EIS should be
submitted in writing to the address
below and will be accepted throughout
the scoping period. This scoping notice
will be distributed by mail on or about
the date of this notice. All public
meetings will be announced through the
local news media, newsletters, and the
BLM Web site at http://nv.blm.gov.
ADDRESSES: Please mail written
comments to the BLM, Ely Field Office,
HC 33 Box 33500, Ely, Nevada 89301,
(fax (775) 289-1910). Comments
submitted during this EIS process,
including names and street addresses of
respondents will be available for public
review at the Ely Field Office during
regular business hours 7:30 a.m. to 4:30
p-m., Monday through Friday, except
holidays. Individual respondents may
request confidentiality. If you wish to
withhold your name and address from
public review or disclosure under the
Freedom of Information Act, you must
state this prominently at the beginning
of your comments. Such requests will be
honored to the extent allowed by law.
All submissions from organizations or
businesses, and from individuals
identifying themselves as
representatives or officials of
organizations or businesses, will be
made available for public inspection in
their entirety.

FOR FURTHER INFORMATION CONTACT: For
further information or to have your
name added to the EIS mailing list,
contact Bruce Flinn at the Ely Field
Office (see ADDRESS above), telephone
(775) 289-1903.

SUPPLEMENTARY INFORMATION: The
proposed Clark, Lincoln and White Pine

Counties Groundwater Development
Project is proposed by the Southern
Nevada Water Authority and would be
located in central and eastern Nevada,
in Clark, Lincoln and White Pine
Counties. The proposed project would
develop and convey groundwater rights
as they are permitted by the Nevada
Division of Water Resources to the
Southern Nevada Water Authority
(SNWA) in Coyote Spring, Tikaboo
North, Delamar, Dry Lake, Cave, Spring,
and Snake Valleys. The volume of water
to be transported through the proposed
facilities could range between
approximately 125,000 and 200,000
acre-feet per year.

The proposed facilities include
groundwater production wells, water
pipelines, pumping stations, and water
treatment, power, and other appurtenant
facilities. The facilities would be
generally located within and/or across
the following public lands:

Mt. Diablo Meridian (MDM):

Cave Valley—Townships 5—9 North
and Ranges 63—-64 East, various
sections

Coyote Spring Valley—Townships 9—
15 South and Ranges 62-63 East,
various sections

Delamar Valley—Townships 4—8
South and Ranges 62—64 East,
various sections

Dry Lake Valley—Townships 1-4
South, Townships 1-7 North and
Ranges 63—-65 East, various sections

Garnet Valley—Townships 17-18
South and Range 63 East, various
sections

Hamlin—Township 9 North and
Range 69 East, various sections

Hidden Valley (north)—Townships
15-17 South and Range 63 East,
various sections

Lake Valley—Townships 6-7 North
and Ranges 65—67 East, various
sections

Las Vegas Valley—Township19 South
and Ranges 6263 East, various
sections

Pahranagat Valley—Townships 4-6, 8
and 9 South and Ranges 59-63 East,
various sections

Snake Valley—Townships 9—10 North
and Ranges 69-70 East, various
sections

Spring Valley—Townships 7-16
North, and Ranges 65-68 East,
various sections

Tikaboo Valley North—Townships 6—
7 